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Meraden Makc 500 mg/200 mg GunmupaHu TabaeTku et fr
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2. KAYECTBEH U KOJIHYECTBEH CHhCTAB

Besxa dunMupana tabretka cbabpxka S00 mg mapaneramon (paracetamol) u 200 mg ubynpoden
(ibuprofen).

33 TEITHWS CHUCHK HA TTOMOIHUTE BCHISCTRA BINKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA
dunmupana tabdbierka

CuBH drnMupany TabNeTkH, TTPOABIroBaTH (ABIKMHA: 19,2 mm, mHpUHa: 9,1 mm), ¢ Haanwuc ,,200 M
500° o1 enHara cTpaHa.

4. KJUHNYHH JAHHHA

4.1 TepaneBTHYHH NOKA3aHHA

3a KPATKOCPOUHO, CUMITTOMATHYHO JIeteHHe Ha JIEKa 0 yMepeHa 0oika, CBhp3aHa ¢ MHIDCHa,
rnapofonue, 6onku B repba, MEHCTpYANHU GokH, 350600011, peBMaTHYHH H MYCKYJIHH 6onxku, HoKa

fIDW APTPHT, CUMITTOMH Ha IPOCTY 1A 1 TPHIL, BL3NANEHO BP0 M BUCOKA TEMIIEpaTypa.

To3u NeKapCTBEH MPOAYKT € 0COGeHO noaxoasul 3a 00inka, 32 YHETO OBIIAIABAHC € HeobxoaumMa II0-
CHITHA aHAITe3us OT CaMOCTOSTENHOTO MPHIoKeHHe Ha HOyIIpodeH HIH NapalcTaMoll.

To3H NexapeTBeH NPOAYKT € IOKa3aH MPH BH3PACTHH Ha 18 rolHU Y NOBEnE.

4.2 Jo3HpoOBKA H HAYHH HA NIPHJOKEHHE

Ho3upoBKa

CaMo 3a KpaTkocpodHa ynorpeda.

HesxxenaHATe peaki(H¥ MOrar Ja CE HaManlAT 10 MHHHMYM Karo ce IpHeMa Hal-HHCKaTa epeKTHBHA
1032 33 HAl-KpaTKUA MEPHOM, HEOOXO0IMM 32 KOHTPOAHpaHE HA CUMITTOMUTC (BXK. Touka 4.4).
ManuenTHT TIOEA Ja e KOHCYNTHpa ¢ JIeKap, K0 CHMIITOMUTE NePCHCTHPAT HITH ¢¢ BIIOMIAT, HITH
aKo e HeoGXOIHMa YIIoTpeGaTa Ha NEKAPCTBEHKS NPOAYKT 34 NoBeye OT 3 AHU.

Bw3pacmuu:
Ia ce npueMa nio ¢AHA TabieTka 10 TpH NETH AHEBHO. MIHTEpBANBT MEKAY OTACTHUTE npueMi TPadBa
Aa ObJe Hal-MallKo LWeCT Jaca.

AKO C I03HM OT e/jHa TabJIeTKa He C€ MMOCTHIa KOHTPOI Haj CHMITTOMHTE, MOXKE [d CC NPHEMat HaH-
MHOrO HBe TabneTkd Ao TPU ITHTH JHEBHO. EpuHUYHATA 1032 OT /1BE tabneTKkH e peaHa3sHauYeHa caMo
3a TIANUEHTH ¢ TenecHo Terno 60 kg wnu noeeve. MHTEpBAIBT MEXAY OTACITHUTE NPHEMH Tps0Ba Ja
ObIe Hali-MaJKO IIECT Yaca.




MakcuMallHaTa THEBHA 1034 ¢ wect Tabnerky (3000 mg mapauetamon, 1200 mg ubynpodeH), KOATO
He TpaOBa Ja ce Ha/lBUILIABA 3a 24 4aca.

Cmapuecka 8w3pacm:
He ca HeoOXOMMMH CIISIHATHH KOPEKUMH Ha 1o3aTa (BXK. Touka 4.4).

[auKeHTHTE B CTAPUYECKa BB3PACT CA HINOXKEHY Ha ITOBHLICH PUCK OT CEPHO3HH NOCNEACTBHA OT
HEXEJMaHU PeakLdH. AKO € MPENEHEHO, 9e € HEOOXOAUMO EUCHHE ¢ HCHBC, tpabea na ce mpuara
Haii-HHCKaTa epeKTHBHA K033, 3a BE3MOKHO Hali-kpaThK cpokK. I1alneHTUTe Tpsa0Ba 14 ce
MPOCNENABAT PEAOBHO 33 CTOMALIHO-YPEBHO KHPBEHE 10 BPEME Ha JICHEHHETO © HCIIBC.

Bvbpeuno/uepuodpobto yepedcoane:

Tpsbsa Ja ce BHIMABA MTPH [TALHEHTH C JIEKO 10 YMEPEHO 6B6peuno/yepHOpobHO YBpEKAAHE.
J03MpOBKATa TPAOGBA fa ce TpereHABa HHIMBHAYATHO 1 13 CE NOAAbpKa BE3MOXHO Hal-HUCKa,
To3u nekapcTBEH MPOAYKT € TIPOTHBOMOKA3aH IIPH NAalMEHTH € TEKKA 6B0peyHa/yepHONPOOHA
HEIOCTATBYHOCT (B3K. TOYKA 4.3).

Heduampuuna nonyaauun.
To3u JIeKApCTBEH [IPOAYKT He € MpeAHa3HaYeH 3a ynoTpeda Npy felia | F0HOMIK TIOA 18 roauHH.

HaynH Ha npiiokeHyue

3a nepopaTHO NPHITOKEHHE.

Metaden Make Tpabea na ce npyreMa ¢ Halla BoJa.

3a 713 ce HAMATST HeXeJlaHUTe peaKliH ce NpenopbyBa Meraden Maxc 1a ce mprema ¢ XpaHna.

4.3 IIpoTHBONOKA3AHHA

* CBPBXIYBCTBUTEIHOCT KbM AKTHBHHTE BELIECTBA WM KBM HAKOS OT TIOMOIIHUTC BEIIECTBA,
w30poeHy B To4ka 6.1.

. EnxoBpeMenHa yrniorpeba ¢ ApYTH IPOAYKTH, CHABPKALIM NapalleTaMol (B3k. TOuKO 4.5).

* [MalMeHTH ¢ aHAMHE34 33 peaKIUHK Ha CBPhXUYBCTBHTENHOCT (HAMD. OpOHXOCIA3bM,

aHPHOEJEM, ACTMAa, PHHHT WM YPTHKApHs), CRBP3aHH ¢ AeTHACATALINIOBA KMCENHNHA HITH
APYTH HECTEPOWIHH IPOTHBOBB3MATUTETHHE CPEACTBA (HCIIBC).

° TTanMenTH C aKTUBHA PELMIVMBHPAIIA TIENTHYHA A3Ba/XEMOPArka (1Ba I IOBEtC OTASIHH
enu30M1a Ha NOoKa3aHa ylepalys WK KPbBOH3INB) WIH aHAMHE3A 33 TAKHBA.

. [TALEHTH ¢ aHAMHEE3A 33 CTOMAIIHO-UPEBHO KbpBEeHE MY nepdyopanys, CBbpP3AHH C
npexmecTpaio jgeuenue ¢ HCTIBC (Bx. Touxa 4.4).

. [TauMeHTH ¢ HAPYIISHUA Ha KPbBOCHCHPBAHETO.

. TTalMEeRTH C TEXKO YepHOAPOOHO YBpeXKaaHe, TeXK0 ObOpeuHO YBPeKIAHE HITH TEHKA

chpAeuHa HegocTaThbyHocT (Knac IV no NYHA) (k. Touka 4.4).
. EnnoBpeMeHHa ynoTpeda ¢ APYTH NeKapCTBeHU MPOLYKTH, CBABPKALIN HCIIBC,
BKJIOUHTENIHO LHKTo-0kcureHasa-2 (COX-2) cneunHd HHXHOUTOPH ¥ IO3H HAa

ALETHICATAILIMIOBA KHCETMHA Hajl 75 mg NHERHO - MOBHIIEH PHCK OT HEXCIIAHN Peakitii
(BK. TO49Ka 4.5).

. [Tpes nocneHus TPUMECTBP OT OPEMEHHOCTTA (BX. TOUKA 4.6).

4,4 CneuuaJHH NpeaynpexaeHHsI H NPeiNa3ZHl MePKH NpH ynorpeoda

HapaueraMo.a:

PHCKBT OT NpeIO3MpaHe Ha HAPAIETAMON € NO-BUCOK MPH MAlMCHTH ¢ alIKOXOJHO yepHOZPOOHO
3a6onsBate, Pa3IMYHO OT Lppo3a. B ciyval Ha Ipepo3upane TpAdBa Aa ¢ NOTHPCH HezabaBHA
MeIUIIMHCKA TOMOILL, JOPH aKO MALUeHTHT ¢¢ YyBCTBa Jo6pe, Mopaan PUCK OT OTI0XEHO BLB
RPEMETO CEPUO3HO YepHOApOGHO yBpekaane (B, TouKa 4.9).

[Topagu yBenHYeHUs pHCK 0T MeTabOoNMTHA aupa03a ¢ rofamMa aHMOHHA pasiirad (HAGMA)
ce NpernophLYBa NOBUIICHO BHUMAHUE MPH CBIBTCTBAILO TIPIIOAKEHHE Ha GIyKIOKCAL
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¥ [APALETaMoll, 0cOOEHO MPH TAHMEHTH ¢ TCKKA CTeneH Ha OBOpevHO yBpexaHe, CelCKe,
HEIOXPaHBAHE ¥ JIPYTH HITOYHHIM Ha AeHUMT Ha TNyTaTHOH (HAND. XPOHHYCH ANKOXOJIU3IBM ), KAKTO
H IpW Te3%, KOUTO K3NOMN3BAT MAKCUMANHATA JHEBHA 034 napateramon. [lpenopbHea ¢ CTPUKTHO
OpOCNENaBaHE, BIUTIOYUTETHO H3MEPBAHE HA 5-OKCONPOIUH B YpUHaTa.

Hoynpoden:

HeskeTanuTe CHGUTHSA MOTAT A2 C& HAMANIAT A0 MHHHMYM KaTO Ce M3II0NI3Ba Hail-HUCKaTa ePEKTHBHA
11032 32 Hali-KpaTKHA CPOK, HEOGXOMHMM 3a KOHTPOIHpPAHE Ha CUMITOMUTE (BX. TO'KA 42w
uudopMaIMATa OTHOCHO CTOMAIIHO-YPEBHH U ChPAEYHO-CHA0BH PUCKOBE NO-J0TY H KaTo
MALMEHTHTE IPUEMAT A03aTa ¢ XpaHa (Bx. To4Ka 4.2),

Crapyecka Bb3pacT:
JIMuaTa B CTApY4eCKa BB3PACT €a ¢ MIOBHIIEHA JeCTOTa Ha HEKENaHHTE peakllii KbM HCIIBC,

0coBEHO CTOMALIHO-YpeBeH KPBBOM3NHE K nepdopalys, kouro Morar fa 6paaT daTanz (BXK. TOUKA
4.2).

Heobx0quMo € TIOBUIIICHO BHUMAHHE TIPH NMALKEHTH ¢ ONpeae/ieHd CbCTOAHUA.

. PecniupaTOpHU HAPYUICHUS:
TlpH malLHeHTH, CTPafauy OT HiIH ¢ aHaMHe3a 33 OpOHXHAIHA aCTMa HITH allepriiHO 3a004BaHE, IMA
cpobmenus, ye HCTIBC ripean3BHKBaT OpOHXOCTIA3bM.

e CJIE 1 cMeceHa CheMHUTETHO-TEKaHHA DOJIeCT:
TTpu nauHeHTH cbe cucTemeH nymyc epuremaroaec (CJIE) # cMeCeHa CheAWHHTETHO-TERAHHA oonect
MOJKeE Jia MMa [IOBULISH PUCK OT acerTHYeH MEHHHIUT (BX. TOU4Ka 4.8).

. ChpPIEYHO-CHAOBH M MO3BUHO-CBAOBH EEKTH:

Heo6xomuMo € TOAXOIAILO MPoCeAsBaHe K KOHCYATHpaHe PY MAaLMeHTH ¢ aHaMHe3a 3a XHIIEPTOHKA
H/WITHE Jieka 0 YMepeHa 3acToiHa ChplieYHa HeI0CTaTEUHOCT, THH KaTo ca cpobIlaBaHy cyyay Ha
3aIpHKKa Ha TEIHOCTH M OTOK BEB Bpb3ka ¢ Tepamus ¢ HCIIBC.

KnuayuHmATE TPOYYBaHms JIOKA3BaT, u€ ynoTpebara Ha uOympodeH, 0coBeHo BB BUCOKH ao3H (2400
mg/neH), MOXKe J1a € CBhP3aHa C JIeKO MOBULUIABAHE HA PHCKA OT apTepHallHH TPOMOOTHYHHU CHOUTHSA
(narnp. uHAPKT Ha MHEOKap/Aa Wid HHCynT). KaTo usno, enuaeMHONIOrHYHUTE (IPOYBaHIHA HE [OKa3BaT
BpB3Ka MEeKIY npuema Ha HOynpod)eH B HUCKH JO3H (gamnp. <1200 mg/aeH) u NIOBUILIABaHe HA pHCKa
OT apTEPHAIIHH TPOMOOTHYHH CHOHTHS,

[TaupeHTHTE ¢ HEKOHTPOIMPaHa XUIISPTOHHA, 3aCTOHHA ChpASYHA HEAOCTATHUHOCT {(xaac II-1II o
NYHA), ycTaHoBeHa HexeMUYHa GonecT Ha ChPLETO, IIepHpEepHa apTepraita GonmecT WIA MO3BUHO-
¢BIOBO 3a60M1ABaHe TPA6BA Ja OBaT NekyBaHd ¢ ubynpoden caMo ciie/l BEUMATeHa NPELCHKa 1 J1d
ce H3GareaT BrcokuTe no3i (2400 mg/nen). Tpsabpa fa ce M3pbpUIBa BHHMATE/HA IPCLICHKA H NPCIH
Ja[IOYBAHE HA ABJITOCPOYHO JICUEHHE HA NAUHMEHTH C PHCKOBH (PaKTOpH 32 ChPACHO-CHAOBH cbrouTUA
(Harp. XMITEPTOHUSA, XUTTEPIRTILAEMHS, 3aXapeH Auaber, TIOTIOHOMYLIEHE), 0COGEHO aKo € HEOOX0IUM
npreM Ha ubynpodeH BbB BUCOKH 1034 (2400 mg/aeH).

. CHpacYHO-CEI0BO, OBOPEYHO 1 YEPHOAPOOHO YBPEKAHE.

[Mpwioxennero Ha HCTIBC Moxe na NpW4HHA A0303aBHCHMO TOHIDKCHHE B oOpa3yBaHeTo Ha
MPOCTArJAHAVHH U Ja YCKOPH Pa3BUTUETO Ha OBOpevHO yBpEXIAHE., [TanyHeHTHTe ¢ HAHA-BHCOK PHCK OT
TakaBa peakuus ca Te3H ¢ HapylleHa 6p6pedHa (yHKIWMA, ChPACTHO YBPEKIAHE, yepHOAPOOHA
nuchyHKIHA, Ha JeyeHue ¢ THYPETHUM [ B CTapHeCKa Bh3pact. ITpu Te3u NauyeHTH TPAOBa 1a ce
npocnenssa 66peyHara GyHKUNA. JleueHHeTO TpAOBa Ja ce MPeKpaTH TpH MalUEeHTUTE, KOUTO
pasBUAT TeXKa 6EOpeYHa HeA0CTaThYHOCT (BXK. ToUKa 4.3).

[TpenopwYBa ce HAMANIABAHE Ha 103aTd NPy NAUMEHTH ¢ MpU3HALM Ha BIIOLICHA yepHOApOoDHa
byukums, Jleuenuero TpabBa fa ce MPEKpaTy Ipy NMANUEHTHTE, KOWTO pa3BUAT TeXKa YepHOIpOOHa _
HemoCTaThYHOCT (BkK. Touka 4.3).




. CTOMAITHO-YPEeBHM ePEeKTH:
HCIIBC Tpadra aa ce mpeAnuMCBaT ¢ MOBHIIIEHO BHHMAaHKe HA NallMeHTH ¢ aHaMHe3a 3a CTOMAalllHO-
ypepHO 3abosaBaHe (YIUEepO3eH KOUT, Oonect Ha KpoH), ThH kaTo TE3H CBCTOSHHS MOrar Jia ce

obocTpar (BXK. Touka 4.8).

Hma cpobimeHns 3a CTOMAILHO-YPEBHO KBPBeHe, Yiliepalya U nepdopaus, KOUTO Morar Ja o6uaar ¢
¢daraned u3xon, npH Bcudk HCTIBC 1o Bcako BpeMe Ha ACHEHHETO, ChC WK 6€3 npeaypeAHTe THH
CHMIITOMH WITH [IPEJHIIHA AHAMHE34a 34 CEPHO3HU CTOMAIHO-YPEBHH ChOUTHA.

PHCKET OT CTOMAIIHO-UpeBHO KEPBEHE, YLepalHsa Wi nepdopalys ¢ MOBHILIABA C YBETHYABAHE HA
no3zara Ha HCTIBC, npu mauMeHTH ¢ aHaMHE3a 32 A3Ba, 0COOEHO MpH YCI0KHEHHA ¢ XeMOparia WiH
nepdopauys (Bx. TOUKa 4.3) ¥ IpY NALKEHTM B CTapyecKa BB3pacT. Te3H NMalMeHTH Tpsadsa fa
3al10YHAT JISYEHHE ¢ Hal-HHUCKaTa BE3MOXHA fo3a. KoMOHHHpaHa Tepanus ¢ IPOTEKTHBHH CPEACTBA
(Hanp. MU30APOCTON MK HHXHUOUTOPH Ha NIPOTOHHATA NMOMIIA) TpAORa Aa ce OOMMCIH 1IPpY TE3H
NALMEHTH, a CHUIO M NPH NALKUEHTH, HY>KAEIH Ce OT €AHOBPEMEHEH NPHUEM Ha HHCKH JO3H
aLEeTHJICATHUMIIOBA KUCETHHA UK APYTH JIEKAPCTBEHH NPOAYKTH, [IOBHIIIABAIIH PHCKA OT CTOMAIIHO-
4YpeBHH CHOUTHA (BK. MO-00y To4Ka 4.5).

[laupeHTH ¢ aHaMHE3a 3a CTOMALIHO-YPEBHA TOKCHUHOCT, 0cOOEHO B cTapyecKka BB3pacT, TpAOBa Aa
CHOOIIaBAT BCHUKH HEOOHUYAHHH aOJOMHHATHH CUMIITOMH {(0CODEHO CTOMAUIHO-HPEBHO KHPBEHE),
0C00eHO B Ha4aJIOTO HA JIEYEHHETO.

HeobxoanuMo ¢ BHIMaHHWE NP NallHeHTH, NIpHeMallli eJTHORPEMCHHO JIEKapCcTBa, KOUTO MOTAT JIa
NOBUINAT PUCKA OT CTOMAINHO-YPEBHA YILEpaliia KM KbPBEHE, KaTO NIEPOPATTHH KOPTHKOCTEPOHIM,
AHTHKOATYJaHTH, KaTo papdapHH, CeJIEKTUBHHE HHXHOUTOPH Ha 0OpaTHOTC 3axBalllaHe Ha
CepOTOHHHA HNH AHTHTPOMOOTHYHH CPEACTBA, KATO ALIETHICANHIWIORA KHCEIHHA (BXK. ToUKa 4.5).
[Tpu nossara Ha CTOMAIIHO-YPEBHO KbPBEHE HIH yALEpaLya IIPH MAHHCHTH, ripHeMaiiy uoynpogen-
CBABPKALU JTEKAPCTBEHU NPOAYKTH, JIeueHHeTo TpaOBa 1a ce NpeKkpaTy.

) HepMaToIoru4Hu e(heKTu:

Tesicxu KoolcHu pearyuiy

MHoro paako ce cro011aBa 3a TEXKKH KOXKHU peakLHMH, HIKOHU C (aTaneH HU3XO0M, B TOBA YHCIIO
eKkChOTHATHBEH AEPMATHT, CUHAPOM Ha CTuBbHC-/DKOHCEH H TOKCHYHA €MUISpMAIHA HEKPOIH3a NpH
ynorpebaTta Ha HCIIBC (Bx. Touka 4.8). IlaumeHTHTE Ca H3M0KEHH HA [10-BHCOK PHCK OT TE3H
peakiiy¥ B HAYajioTO Ha JICUCHHETO, NOSBATA HA PeakiiiiTa B MOBEYETO CiTyyan ce Habmonasa B
NbpBHS Mecel OT TepanuaTa. ChodiIasa ce 3a 0cTpa reHepaiM3vpaHa eK3aHTEMATO3HA ITyCTYy/103a
(acute generalized exanthematous pustulosis, AGEP) BB BpB3Ka ¢ NpOAYKTH, ChABPKAIH
ubynpodeH. Yriorpedara Ha TO3M JIEKAPCTBEH IPOAYKT TpAOBa /1a ce NPEYCTaHOBH OINE IIPH IbpBaTta
HOSBA HA KOXKEH OOpHB, JIC3MM HA JIMraBHIATa MW HIKAKEB JPYl CUMIITOM Ha CBPBXUYYBCTBHTEIIHOCT.

. HapyviueH ¢hepTHIHTET NPH HKEHH:
Buxte ToUka 4.6.

. MacxupaHe HA CHMOTOMUTE Ha ITOJUIEXKAIIHTe HHDEKIIUH

Merader Makc moxxe fa MacKUpa CHMITTOMHTE Ha HHPEeKIH, KOeTO MOXeE J1a JIoBele A0 3a0aBgHe Ha
3aNOUBAHE HA NOIXOAAIO JSYSHUE W 110 TO3H HAYHH Ja BIOIIHN M3X0Aa OT MH(peKIUATa. 10Ba ce
Hab0/1aRra NpH OaKTEpHaJIHA MTHEBMOHUSA, NIpuaA0cOHTa B OGLIECTBOTO, KaKTO U NpH HaKTepHATHHTE
yCcIoKHEHUA Ha apulena. Koraro Meragen Makc ce npunara 2a neucHUe Ha NOBHLIEHA
TeMneparypa iiH 3a obyiekuaBaHe Ha (GOJIKaTa BB BPE3Ka ¢ HH(EKLHA, ce NpenopbiBa Hab/IoaeHUe
Ha HHpeKuaTa. [1py1 H3pEHOOMHUYHM YCIIOBHA NTALMEHTHT TPAOBA /1a C€ KOHCYJITHpA C JIeKap, ako
CUMIITOMHTE MEPCUCTHPAT HJIM C€ BJIOIUABAT,

Harpuid
To3u npoaykT csabpxka no-Mankoe To 1 mmol garpuii (23 mg) Ha no3a, T.e Moxe Jia
IIPAKTUMECKHU HE ChObPXKA HATPHHA.




4.5 BiaumoacHcTBHE ¢ APYIH JEKAPCTBEHH MPOXYKTH M APYTH JOpPMH HA B3aHMOJEHCTBHE

To3u NeKapcTBEH NPOAYKT (Thi KaTo ChABpPKa NapaueTaMoI/ uoympodeH) € MPOTHBONIOKA3aH B
KOMOMHALIHA C:

‘ [PYTH JIEKApCTBEHH NPOAYKTH, ChIBPHAIM [TapaeTamo - TOBHILEH PUCK OT CEPHOIHH
HeXEIaHH peakilii (BxK. Touka 4.3).
. ALETWICANKMLIIIOBA KUCEHHA Hay 75 mg auesto u apyrd HCIIBC, BKIHOYATENHO CECKTHEHH

UHXMOWTOPY Ha LHKJIO-OKCHIeHa3a-2, Thil KaTo MOraT 1a yBEIHYAT pucka 0T HEKCIIanH peaKiiMm
(BK. TO4Ka 4.3).

To3H JIEKAPCTBEH IPOAYKT, ThH KATO ¢hABLPKA NTApaleTaMol TPiOBa Ja ce U3Mon3ea ¢ MOBHIICHO

BHMMaHHE B KOMOMWHALHUA C:

. XOMECTUPAMUH: CKOPOCTTA Ha afcopOliMs Ha mapaueTaMmoll Ce MOHIbKasa oT XOJIeCTHPaMHH.
CrenoBraTenyo, XoNeCTHPAMHH He TpAGBA 13 ce MpHeMa B PAMKHTE Ha €IUH Hac, aKko ¢
HeoOXoaUMa MaKCHMATHA aHaNTe3nA.

. METOKJIONPAaMU/L ¥ JOMIEPHOH: abcopOLuATa HA Aapall€TaMon Ce TIOBUINABd OT
METOKJIONIPaMHL W AOMIEPHIOH. BBIpPEKH TOBA, HE € HEOOXOIUMO aa ¢e H308TBa
eIHOBpeMeHHaTa yrorpeda.

. paphapiH: aNTHKOATYJAHTHHAT edhekT Ha BapdaphH W APYTH KyMapHHH MOXC 1a G 3aCilIi
[pH peoBHA ynoTpeOa Ha napaleTaMmo ¢ NOBHIIEH PHCK OT KbPBCHE, IO3H, IPHIIOKEHH
MHLMISHTHO HE OKa3BaT ChILIECTBEHO BIUAHHE.

. (IYKIOKCALNYH, THH KaTO €IHOBPEMEHHUAT IIPHEM € CBLP3Ba C mMeTa0oNHTHA ALHI033
C roJIAMa AaHMOHHA Pa3iiKa, 0COGEHo MPH MAUHEHTH ¢ PACKOBH (aKTOPH (BXK. ToUKa 4.4).

To3u NeKapcTBeH TPOIYKT, Tl KaTo Chabpa ubynpoden TpAGBa Jia ¢¢ U3MON3BA C TIOBHILIEHO
BHUMaHUE B KOMOHHAIIHA C:

. ALSTWICANMIUIOBA KUCeNuHa (oA 75 mg AHEBHO): SKCTICPUMEHTAIHY NAHHH MOKAIBAT, HE pH
e/[HOBPEMEHHO NMPHJIOKEHHE, HOYTTpOdeH MOXE KOHKYPEHTHO J1a UHXUOHpa efeKTa Ha HHCKA
7032 aleTHRCATULIOBA KHCEIHHE, BBPXY TPOMOOIWTHATA arperalys, BrIpekn ye UMa
HESICHOTH 110 OTHOIICHHE Ha EKCTPANOJIAlMATA Ha Te3U AaHHH KbM KIHHK'1HATA MPAKTHKA,
BEpPOSTHOCTTA PeAOBHaTA IPOABILKUTENHA yHoTpeOa Ha uoynpodeH 1a HaMaIsBa
KAPIHONPOTEKTHBHUA edEeKT Ha HUCKHU 03K alleTUNICATHIIIOBA KUCEIMHA, HC MOXKe Ja cE

m3iomoun. CumTa ce, Ye ciyuaiiHara ynotpe6a Ha HOynpogeH BEPOATHO HAMA KITHHATHO 3HAYUM
eekT (8. Touka 5.1).

« anrukoarynanTi: HCIIBC morar na 3aciiiAT edekTure Ha aHTHKOAryIaHTHTS, Harp. papdapHH
(BK. TOuKka 4.4).
. aHTHXHnepreH3uBHM nexkapeTsa (ACE HHXUOMTOPH H aHTHOTCH3HH [I aHaTaroHUCTH) B

mayperuid: HCTIBC Morar na noHwxar e(ekrure Ha Te3H JeKapCTBeHH MPOAYKTH. [1pu HAKOH
MalMEHTH ¢ KOMIpOMeTHpaHa GrpeyHa dyHKIuA (Hanp. IeXHAPATUPAHH MALHEHTH HITK
[IALMEHTH B CTRPUECKA BBL3PACT ¢ KomMnpomeTupana Gp0peuna $yHK1ME) SAHOBPEMEHHATA
yrotpeba Ha ACE MHXHOMTOp WIM aHTHOTEH3HH II aBTArOHHUCT ¥ CPEACTBA, KOHTO HHXUOHpaT
LMKIIO-OKCHIeHa3aTa MOXKe Ja JOBeIS AO AOIMBIHUTEIHO BIOLIABAHC Ha OBOpeuHara GyHKIHA,
B TOBA YHCIIO H BB3MOXHa 0cTpa OB6peuHa HeOCTAThYHOCT, KOATO OOUKHOBEHO € obparuMa.
Te3n B3anmoaeiicTBiA TpAOBa na OBAAT B3CTH NpeABUI IIPH MMAUCHTH, mpyeMallH HCIIBC
enHoBpeMenHo ¢ ACE uHXuOuTOpH MM aHTHOTeH3MH 11 aHTaroHHCTH. CnenopaTesHo,
kOMOMHauMsTa TpAOBA fa ce npuiara ¢ NOoBUillEHO BHUMAHHC, ocoBeHo IpH KA B CTApYESCKa
BB3pacT. [laudenTHTe TpA6Ba A2 ca ANCKBaTHO XMApaTHpaHU H TpabBa na ce OOMHUCIH
MOHHTOpHpaHe Ha OB0peuHaTa GyHKUMA Clell 3ar04BaHe Ha ChITBTCTRAINd Tepanua 1
NEePUOJMYHO cnen ToBa. [y peTHIMTE MOraT YBEIMYAT PUCKa OT HepOTOKCHYHOCT Ha

HCIIBC.

. AHTHATPECAHTH U CEEKTYBHU HEXHOUTOPH Ha 06paTHOTO 3aXBalllane Ha CCPOTOHMHA (SSRI):
[IOBHIIEH PHCK OT CTOMAIIHO-UPEBHO KbPBEHE (BK. TOUKa 4.4).

. cbpreant raukosna: HCTIBC morat aa oGoCTpsT ChpAgHHaTa HEROCTATHHHOCT, Ad HaManAT

CoMepyiHaTa GrITpaliug U Ja IIOBHILAT IUTa3sMEHHTE HUBA HA [NIMKO3HANTE.
LIMKJIOCIOPHH: TIOBHILIEH PACK OT HEPPOTOKCUIHOCT.

. KOPTHKOCTEPOHIH: TIOBUILIEH PUCK OT CTOMAMIHO-YpEBHH A3BH H KbPBEHE (B




. TUTHIA; HaMaJleHa CTElEH Ha eTHMUHUPAHE Ha TUTHH.
METOTPEKCaT: HaMalleHa CTENCH Ha elvMUHKpaHe Ha METOTpEKCaT.

. mudenpucrol: HCIIBC He Tpa0sa na ¢ H3MOM3BAT 10 8-12 xHU cnen APWIOKEHWE Ha
mudgenpuctoH, Tbil karo HCIIBC Morat na NOHIKAT ¢dekTa Ha MUGETPUCTOH.
° XMHOJOHOBHU AHTHOMOTHLIN, AAHHY OT MPOYYBaHWA BbPXY JKHBOTHH COUAT, 3¢ HCIIBC, Morar

73 yBEIAYaT PHCKA OT KOHBYJICHH, CBBP3aHH C XHHONOHOBUTE AaHTHOMOTHLIN. 1]laneHTH,
npuemami HCTIBC ¢ XMHOMOHE MOXE [ €2 H3I0XKEHH Ha TIOBHIICH PHCK OT TIOAB HA

KOHBYJICHH.

. TAaKPOIHUMYC: BEPOATHO TIOBUIIIEH PUCK OT HE(POTOKCHYHOCT NIpH €AHOBPEMEHHA ynoTpeba Ha
HCIIBC ¢ Takponumyc.

. 3MIOBYAMH: MOBHIIEH PUCK OT X€MaTONOrHYHA TOKCHYHOCT MPH EAHOBPEMEHHA ynoTpela Ha

HCTIBC u 3uposynud. FiMa nanuu 3a yBelHIeH pHCK OT XEMapTpO3H U xeMaromu npu HIV (+)
XeMO(QHIHIH, JICKYBaHH €THOBPEMEHHO ChC 3UNOBYINH H noynpodeH.
. APYTH OPOAYKTH, ChABPXKalK HOYNpoQeH - pCK OT NPEIO3NPaHE.

4.6 @epruauTeT, OpeMeHHOCT H KbpPpMEHE

BpeMeHHOCT:

Hsma onut oT ynoTpefaTa Ha TO3M JIEKapCTBEH MPOAYKT MPH X0pa Mo BpeME Ha 6pemenHocT. Ilopand
ChIbPKAHAETO Ha HOYNpoQeH, TO3U J1eKapCTBEH IIPOAYKT € MPOTHBOINOKA3AH 34 ynorpeda mpes
TPETHS TPUMECTBD OT OPeMEHHOCTTA (BK. TOUKa 4.3 1 5.3).

IlapaueTamMon

CoNsAMO KOMMYECTBO JAHHH 3a OPEMEHHH JKeHH He I10Ka3BaT HATO Mal$popMaTHBHA, HUTO
(Gero/HeoHaTANHA TOKCHYHOCT.

EmaeMuoIoraYHHATE IPOYUBAHHS BbPXY HEBPONOIHYHOTO Pa3BUTHE MIPH /ieHd, M3NI0AEHI Ha
NApALETAMO iX ulero, IOKA3BAT HeyOeuTe/THI PE3YTATH. AKO e HeoOXoauMo, napaneTaMmoy MOXKCe
[la ce TIPHeMa 110 BpeMe Ha OPeMEHHOCT, KaTo TpiaOBa Aa ce u3Mol3Ba Haii-HMcKaTa e(peKTHBHA K032 34
BB3MOMKHO Hali-KPaTEK IEPHOA U C BB3MOXHO Hal-HHCKATa 4eCTOTatTa.

Hoynpoden

[TOTUCKAHETO HA [IPOCTArNIAHAMHOBHS CHHTE3 MOXeE /1 TIOBNTHsC HeOIaronpusTHO OpeMEHHOCTTA
Witk emopuo/derannoro pazeutie. [lanuy OT eNUACMUOROTHHHIE MpoyYBaHMA MOKa3BAT NOBUILICH
pHCK OT HEIOM3HOCBAHE U ChPACYHH MaIOPMALIHH H racTpOCXHU3UC CIEN ynoTpeba Ha MHXHOHTOPU
HA IPOCTArIaHIKHOBYS CHHTE3 B PaHEH eTall Ha OPEMEHHOCTTa. AGCONMIOTHUAT PHUCK OT ChpACYHO-
chIOBH MandopMmaliky e Gui moBuileH ot rnoa 1% Ha oxono 1,5%. Cuura ce, Y& PHCKBT C€ NOBHUIIABA
[IpM BUCOKH JO3M ¥ NPOIBIDKHTE/IHO JiedeHe. 11pH npoy4saHid ¢ HUBOTHH NPHIOKEHHETO Ha
MHXHOHTOPH Ha NpOCTarJaH(MHOBHS CHHTE3 BOAH [0 Npe- | MOCT-HMILTaHTallHOHHA 3aryfa

u emGpuo-deranes neranurer. OCBeH TOBA Ce CHOOMUIARA 33 NOBUILEHA HECTOTA Ha BRO/ICHH
MandopMALIMH, BKITFOUNTEHO ChPAEYHO-CHA0BH, NPH JKHBOTHH, MPUCMATH HHXHOHUTOPH HA
NpOCTArNIAHIAHOBHA CHHTE3 IO BpEME Ha OpraHOreHe3ara.

Ot 20-aTa ceqMuUua OT GpeMEHHOCTTa HaTaThK ynoTpebara Ha OYmpodeH Moxe A3 NPHIMHH
ONMrOXMIPAMHUOH, IB/DKALL Ce Ha HapyireHue Ha 6b0peynaTa GpyHKUMS Ha deryca. ToBa MOXE A CE
[I0MBH CKOPO CJIE/ 3aMOYUBAHE HA NEUeHUEeTO W OOMKHOBSHO © oOpaTUMO NPU NPSKPATABAHE MY.

B nombIHEHHE, HMa ChOGIIEHHA 3a 3aTBapsHe Ha ductus arteriosus CIeA JeHEeHNE MPE3 BTOPHA
TPHMECTB, MOBEUETO OT KOHUTO OT3BY4aBar ClIEN NPeKpaTaBaHE Ha negendero. 1o BpeMe Ha MbPBHA H
BTOpYA TPUMECTDP Ha GpeMeHHoCTTa HOympodeH He Tpabea Aa ce npunara, 0CBeH aKo ¢ abCONIOTHO
HEO6X0IMMO. AKO HGYTIPOQEH ce H3MOoN3Ba OT KEHA, KOATO CC ONHTBA Jd 3a4CHE, HIIH 110 BpeMeE Ha
MBEPBHA M BTOPHA TPHMECThP Ha OPEMEHHOCTTE, 103212 TpabBa a ce NOAabpXKa BE3MOMKHO HaH-
HHCKA, 4 [IPOABIKHTENHOCTTA Ha JISUEHNETO — Bh3MOXHO HaK-KpaTKa. Cnen eKCnO3UIus Ha
uGynpodeH B NMPOALKESHHE Ha HAKOKO AHK OT 2(0-aTa recTallMOHHa CeIMUTd HaTaThK TpAOBAa J1a CC
O0OMHCITH aHTEHATANHO TPOCAEaABaHe 3a OJIHTOXHIPaMHHOH. VriorpeGara Ha HOynpoden TpadBa aa ce
NpeyCTAHOBH, aKO C& YCTAHOBH OJIMTOXHUAPAMHHWOH HITH 3aTBAPAHE HA ductus arteriosus.




[Ipe3 TpeTHA TPHMECTED HA OPEMEHHOCTTA BCUYKY MHXHOWTOPY Ha MPOCTaraaHANHOBHA CHHTE3 MOTaT
1A W3MOKAT 1042 Ha:

- KapAMOITy IMOHAIHA TOKCHYHOCT (C NPEXAEBPEMEHHO 3aTBAPIHE HA ductus arteriosus u 6esoapodHa
XUMIEPTOHUSA );

- 6p6peyHa qucdyHKUEs (BXK. 0-rope);

MajiKaTa ¥ HOBOPOJIEHOTO, B Kpas Ha OpeMeHHOCTTa, Ha!
- BB3MOXHO yAB/DKABAHE HA BPEMETO Ha KbPBEHS, aHTHArperupalll e(pekT, KOHTO MOXKeE Ja CC [IPOABH
[ODPU TIPH MHOI'0 HACKH 03H;

- HHXHOMpaHe Ha KOHTpaKLKMUTE HA MAaTKaTa, BOACHIO 16 zabaBeHo WIH YALMKEHO paKaaHe.

CrenosaTeliHo, HOynpodeH € MPOTHBONOKAa3aH [0 BpEME Ha TPLTHA TPUMECTHP Ha OpPeMEHHOCTTA (BXK.
touka 4.3 u 5.3}

Koraro ¢ Bh3MOXKHO, yrotpebara na Merapen Maxkc Tpadsa fa ce 1369Area npe3 MLPBATE WECT
Mecela oT 6peMeHHOCTTa B MeTaden Makc € npoTHBONIOKA3aH [pes MocneAHUTE TPH Mecelld Ha
GpeMenHocTTa (BXK. Touka 4.3).

KnpMene
U6ynpoden u HEroBUTe META0OMUTH MPEMUHABAT B KBPMATA B mpuoro maikn konmdectsa (0,0008%
OT A03aTa), NpHera oT Malkara. He ca H3BeCTHH HEXEIaHH edpexTH MPH KbpMayeTa.

IMapaueTaMoJI Ce eKCKPETHpA B KbpMaTa, HO B KIMHHTHO HEHATHM xonHyecTea. OT HATHIHUTE
naHHHM yrorpebara 1o BpeMe Ha KbPMEHE, He € IPOTHBOINOKa3ata.

[Topaau ToBa He € HEOOXOAUMO NMPEKHCBAHE Ha KBPMEHETO 34 KPaTKOCPOYHO JICUCHHE
C TIPENOPBUKTEIHATA 032 OT TO3H MPOAYKT.

DepPTUIHTET

Mma orpaHHYeHH J0Ka3aTe/ICTRa, Y€ 1CKapCTBa, KOUTO uHxubHpar CHHTC3a
LMKNOOKCHreHa3a/IPOCTArNaHIHH, MOraT Aa HApyLIAT XXEHCKHA QepTUIATET, KATO BIHAAT BbPXY
OBYNAlMATA U HE C& IPETIOPHUBAT [IPY XKEHHM, KOUTO ONUTEAT 212 saueHaT. To3m edexT e 0OpaTHM Ipy
peKpaTsBaHe Ha JEIeHHETO. [Tpu *xeHH, KOUTO UMAT TPYAHOCTH CBE 3abpeMeHsIBAHETO HITH
NpeMMHaBaT W3CIeOBaHus 3a 0e3ru10aue, Tps6Ba Aa ce OOMHECIIH NPEeKPaTABAHE yrnorpedara Ha
NIEKapCTBEHMS TIPONYKT.

4.7 EdexTH BbpPXY cnocoGHOCTTa 32 1IopHpaHe H padoTa ¢ MallHHH

BL3MOXKHHK ¢a HeKeNaHd Peaxlluy, KaTo 3aMasHOCT, ChHIIMBOCT, YMOPa H 3PHTCIHH HapylICHHUA,
cnen npuem Ha HCTIBC. TlanmeHTHTe, KOWTO MMAT TAKWBA PCAKLNM, He TpsORa Aa LOGUPAT HiTH
paboTAT ¢ MANI¥MHMU,

4.8 HexenaHH JEeKAPCTBEHH peaKIHH

B KIMHHYHKTE OpOyuBaHHA ¢ HOynpoden/mapaleTaMon He ca HaOMOIaBaHH JPYTH HEXEIIAHH
peaKiyH, pazTHIHK OT TE3H MPH CaMOCTOATENEH NPHEM Ha pGynpodeH WK napaueTamMmol.

B Tabnuuara no-aoiy ca H30pOCHH HEXEeNauuTe PeaklMH 0T JaHHATE OT npocneasBaHeTo Ha
NekapcTBeHaTa 6e30naCHOCT, ChoOIIABAHH IPH NAIMEHTH, TIPHCMAaTTH CaMOCTOATENHO UOYMPOQPEeH Ky
napaleraMon pH KpaTKoCpovHa u ABJIroCpoHa ynorpebda.

Heskelany peaki|, KOUTO ¢4 CEBP3aHH ChC 0CAMOCTOATENCH TTPUEM Hd nOynpodeH nin napalueTamos,
ca MpefcTaBeHH B TaOIHYEH BUJ CIIOPEJ CHCTEMO-0prania KnacuuKaus 0 4ecToTa. ecroTara ce

ONpeeNs KAakTo CIeBa; MHOTO YecTH (>1/10), 4eCTH (>1/100 mo <1/10), He1eCTH (=1/10
<1/100), peaxu (=1/10 000 po <I/1 000}, MHOTO PeAKH (<1/10 000) 1 ¢ HeM3BECTHA 1
HATTWYHKTE TAHHH He MOYXKE [a OB HATPABEHA OLIEHKa). [IpH BCAKO TPYTIHPAHE B 3




HeCTOTaTa HEXENaHHTE PeakLiMK e W30pOABaT B HU3XO0A1L PEAl 10 OTHOIEHHE HA TAXHATA
CEPUO3HOCT.

]

CHcTeMO-0praneH Kaac

YecTOTa

Hexenana peaxkups

HapyuieHus Ha KPEBRTaA K
numpHaTa CHCTEMA

MHoro peliku

X eMaTOMOSTHUHH HAPYIIEHHA'

Hapymenus Ha UIMYHHATa
CHCTEMA

Heuectn CBpBXUyBCTBHTEIHOCT C yPTHKAapHi H
2
pypUTYC
MHoro peaxu Texku peakuH Ha

CBPBX4yBCTBMUTENHOCT, CHMITOMMUTE
MOraT 7a BKJIKOYBAT OTOK Ha JIUUETO,
e3WKa U CBPIIOTO, AHCIHES, TAXHKApAH:,
XUIIOTOHXA (aHahWIAKCHA, AHTHOCICM
WK TeXBK II0K)?

TICHXHWYHH HAPY IICHAA

MHoro peixu

O6BpKBaHe, ACIPECcHs W XalOIHHAUMH

HapymeHus Ha HEpBHATa
CUCTEMA

HeuyectHn

I 'nagoGoiye U 3aMaAHOCT

MHoro pelkH

AcenTHyeH MeHHHI T, napecTe3ns,
OITTHYEeH HEBPHT ¥ COMHOJIEHTHOCT

HapyuieHus Ha OUHTE

MHoOro peaKu

3puTEMHO HAPYIIECHHUE

HapymeHns Ha yXoTo U
naOupuHTa

MHOro pesKkn

TuHWTYC W BEPTHTO

ChpaeyHy HapyLICHHA

MHOTr0 pedKH

Cobproeuna HelOCTaTBYHOCT U oTOK*

Cba0BY HAPYILIECHHA

MHoro pelKu

XuneproHus*

PecrmpaTopHy, FPbIHH U
MeIHaCTHHAIHY HapylieHHA

MHoro peaxH

JluxarenHa peakTHBHOCT, BKIIOYHTEIHO:
ACTMA, W30CTPAHE HA aCTMa,
GPOHXOCTIA3HM ¥ AHCTIHES”

CTOMAIHHO-9peBHH HapY ILICHH/

YecTH

Kopemua 6onka, NOBpbIllaHe, AHApUA,
rafeHe, JHCTICIICHA, CTOMaLIECH

nHcKoMpopT

HeuecTu

[lenTuHa 2383, nepdopaund Win
CTOMAIITHO-YPEBSH KPBBOM3JIMB, MEIEHA
xemaresa’, ynuepo3eH cTOMaTUT H
0BOCTPAHE HA YIUEPO3EH KOJIMT H 00/IeCT
na Kpon’, racTpuT, NAHKpeaTHT,
dnaryneHuys | 3aMeK

XenaroOHTHapHH HApYUIEeHHS

MHoro peaku

Hapyuiena uepHoapobHa GyHKINL,
XeNaTHT ¥ KBATeHHA®

HapyuieHus Ha KoXara H
MOAKOKHATA ThKaH

YecTH

Xunepxuaposa

HeuecTn

PaszHuHH KOKHH OOPHBH?

MHoro penkHu

Byno3aM peaxkiiy, BKIHYHTEIHO
epaTEMA MYJITH(OPME, CHHIPOM Ha
Stevens-Johnson ¥ TOKCHYHA
eTHAEPMATHA HEKPOITH3a’,
ExcionraTiBHn ASPMaTO34 ¥ Ny puypa

C Heu3BeCTHa

JlexapcTBeHa peakiyud ¢ SO3UHOPIITHS

yecToTa i cuctemun cammrroMu (DRESS
cunapoM). OcTpa reHepajiisnpaHa
exzagTeMarosua nycrynosa (AGEP),
peaxuuy Ha GOTOYYBCTBHTEIHOCT
Hapymenusa Ha Ob0penHTe K MHoro penku HehpoTOKCHYHOCT B pazIMyHH GopmH,

NHKOYHHUTE NBbTHIIA

BKJTIOYMTETHO MHTEPCTHLHANCH HEMQRY
f -K

He()PONATHYEH CHHIPOM H OIFT m
xpoHH4HA GHOpeyuHa Helogr ARbHa¢ P *




OOwmw Hapywesns u edekT™d Ha | MHOTO peaKH YMOpa ¥ Hepa3MonoxeHue
MACTOTO Ha MPHIOKEHHE

W3scnensanus Yecrtu [NoBuuiena anaHuH aMHHEOTpaHCpepasa,
NOBUUIECHA raMa-riayTaMunTpancdepasa
¥ OTKJIOHEHUs B H3CJIe(BaHHA Ha
4epHOAPOOHaTa PyHKUMA ced ynorpeba
Ha rmapaieramol.

[loBuiieH xpeaTHHHH B KPBBTA,
MOBHIIIEHA Ypes B KPHBTA

Hevectu Iloeniena acnaprat aMmuHOTpaHcdepasa,
HOBHILIEHA anKanHa docdarasa B KPHBTA,
NOBHIIEHA KpeaTHH pocthokuHA3a B
KPBbBTa, [IOHHKEH XEMOIJIOOHH H
MOBHILCHH TPOMOOUHTH.

Onucanue Ha M30paHy HeXETaHH Peakiyn

' Bkmroysa; ArpaHYIONKTO3a, AHCMHA, AIUTACTHYHA aHEMHS, XEMOJIMTHYHA aHEMUSA, JICBKOTICHHA,
HCYTPOIICHHS, [TAHIMUTOIICHUA U TPOMOOUUTONSHHA.

[IspBHTE MpU3HALH ca: BHCOKA TeMneparypa, 00Ky B rppioTo, NOBLPXHOCTHU A3BH O YCTATa,
FPHIIONION00HN CHMIITOMH, CHITHA OTIAAHANOCT, HEOBSCHHUMO KbPBEHE H CHHHHH, H KBPBEHE OT HOCA.

* IMa chobrenus 3a PEAKIHM Ha CBPBXYYBCTBHTENHOCT. T€ MOraT Jia ce ChCTOAT OT (a)
HECTIELIM(DHYHY ATTEPTUYHH PEAKLINM H aHAdHIAKCHS, (0) nuxarenHa peakTHBHOCT, BKIIOYHTETHO
aCT™Ma, M30CTPAHE Ha acTMa, OpOHXOCHA3IbM M THCITHES, HIIH (B) pa3mUYHH KOMHH PERKI[HH,
BIJIFOUMTENHO OOPHBH OT pa3zIMyeH THI, IPYPHTYC, YPTHKZpHA, aHTHOEeIeM U TIO-PAaKO,
EKCHONHATUBHHN H GYIO3HH €pMaTO3H (BKIIOYHTEITHO TOKCHYHA EMMACPMATHA HEKPOITH3a, CHHIPOM
Ha Stevens-Johnson u eputeMa MynaTrgopme).

* [TaTOreHHMAT MEXaHU3BM HA JCKApPCTBO 3aBACHM aCENTHYEH MEHHHTHT, HE € HAIBJIHO U3ACHEH,
Hamriaure nansy 3a acentuuen MeHuHMwT, cBbp3aH ¢ HCIIBC, couat keM peaxums Ha
CBPBXTYBCTBHTEIHOCT (CBLP3aHA ¢ IIPUeMa H M3Ye3BaHe Ha CHMITTOMHUTE Gl [IPEKpPATIBaHE Ha
JITYCHHETO). Ja OTOENN3BAHE CA, CAHHIYHM CAYYAH HA aCETHUCH MEHMHIWT [IPH MAIUEHTH CBC
CBUIECTBYBALIK ABTOMMYHHH HapyICHA (KATO CHCTEMEH JIYIIyC epUTeMaTO3yC H CMECEHH
CRCAMHHTENHO-TEKAHHH HRPYLICHHA) IO BpEMeE Ha JieueHHe ¢ UOynpodeH, HAGMyIaBaHy Ca CIIETHHTE
CHMITTOMH: CXBAalllaHE Ha BpaTa, rMaBobosue, rajeHe, noBphLUIAHE, TOBHILIECHA TEMIEpaTypa HIH
AC30pHeHTaUus (BK. To4ka 4.4).

* KiIWHUYHY H3NUTBAaHKUA 1aBAT OCHOBAHHE Ja ce npeanojara, 4e ubynpodeH, ocobeHo BEB BUCOKH
no3u (2400 mg/nen) moxe na 6v1e CBBP3aH ¢ MEKO NOBHLIEH PHCK OT apTepPHAIHH TPOMOOTHYHH
CHOHTHA (HanpuMep MUOKapAeH HH(PAPKT WM HHCYT (BX. TOUKA 4.4).

> Haii-qecTo HabMonaBaHuTe HeXenauy NEKAPCTBEHU PEeaKIMH €2 ¢ FTaCTPOMMTECTHHANICH NPON3XOA,
*Tlonaxora darannu, ocobeHo B cTapyuecka Bb3PacT.

" Buxk Touka 4.4,

*Tpenosupane ¢ llapalleTaMoJr MOXKE a foBede A0 OCTpa YePHOAPOOHA HEOCTATHYHOCT,
YE€PHOZPOOHA HEAOCTATHYHOCT, YePHOAPOGHA HEKPO3a K yBpeXaHe Ha YepHUA Apol (BXK. TOYKa 4.9).

? Ocobero npu NpoabIKHUTEHA ynotpeba, cBbp3aHa ¢ [IOBUIIEHH HHBA HA YpPes B KPBBTA U OTOK.
Bkimoysa u nanunapHa Hekposa.




CroDutaBase Ha MQIO3UpPaHY HEXENTaHH pPEaKlUH

Cpo0LaBaneTo Ha MoAO3HpaHu HekelaHHU PEAKLHY CNIeA pazpeliaBaHe 3a ynorpeda Ha J1eKapCTBEHHA
MPOAYKT € BAXHO. TOBA M03BO/ABA A4 MPOABIMH HAGIIIOIEHMETO HA CEOTHOLIEHHETO [ON133/PUCK 3a
NCKAPCTBEHUA IPONYKT. UT MEAHLIMHCKUTE CHELHANHMCTH CE H3MCKBA 14 ChOOLIaBaT BCAKA
MMOAOSHPAHE HEXEIIaHA peakUkA Ype3 HAUMOHAIHA CHCTEMA 33 ChOSIIaBAHE B

MsnmenxuTenna arenuus no nexapersara

¥I. , amsan U'pyes™ Ne §,

1303 Codus,

Ten.: +35 928903417,

yebcalit: www.bda.bg.

4.9 IIpexosnpane

Ilapaueramoan

HepHoapoOHO yBpexaaHe IIPH BB3PACTHM € BB3MOKHO IIPH NpueM Ba 10 g (€KBUBAJIEHTHO Ha

20 TabneTkn) WK moBeve napaueramon. [lorTsanero a 5 g (eKBUBaNIeHTHO Ha 10 TabneTku) win
TOBEHE MapalleTaMolNl MOXeE 1a ToBeae 0 YepHOAPOGHO YBpEexKIaHE, AKO IIPH NMALMEHTA
CBILECTBYBa €IMH HITH MOBEYE OT PHCKOBUTE (HaKTOPH HO-ZONY:

- NAlNEHTLT € Ha MPORB/DKHTEIHA Tepanus ¢ kapbamasenun, peHoGapGuTOH, ($GEHHTOHH, ITPHMHIOH,
PUpAMIHLHH, % BJIT KaHTapHOH WK IPYTH JIGKAPCTBEHH NPOAYKTH, KOUTO HHIYLMPAT
YCPHOAPOOHNUTE €HIHMH.,

- MAUMCHTET PEA0BHO KOHCYMHPa alKoX0/1, TIOBEYE OT NPENOPbYUTENHUTE KOTHYCCTBA.

- [TALHCHTBT BEPOATHO HMA M34EPITBAHE HA IIIyTATHOM, HATIP. XPAHHTEIHH pascTpoHCcTBa, KHCTHYHA
budpoza, XMB undexnus, HEAOXPaHBAHE, KAXEKCHSL.

CuMIToMH

CHMINITOMHTE Ha TIPENO3UPAHE C MapaleTaMo B IBPBUTE 24 Yaca BKJIOYBAT NpeCneaHaBaHe, raicue,
HOBPbillane, AaHOpeKxcns H kopeMHa Gosika. YepHoapobHo yBpexgaHe MoxKe 1a ce HabimioaaBa cien

12 no 48 vaca cieq npHeMa, KOraTo ce HaOIOIABAT OTK/IOHEHHA B PE3yNTATUTE OT U3C/ICIBAHHA Ha
HEPHOAPOGHATA PyHKIMA. MOXe 12 Ce NOABAT AHOMALHH B MeTaboTH3Ma Ha COKO34Ta U
MeTabonwrra aumnosa. ITpu Texxo OTPaBAHC YCPHOAPOOHATA HENOCTATHYHOCT MOXKE a4 IPEMHHE

B eHUeanonarys, KpbrBOU3IIME, XHUNOTTHKEMUS, MO3BYEH OTOK H cMEpT. [Ipn 6oKa B KpbeTa,
XCMATypUA 1 IPOTEHHYpUsL ¢e TIpeAoiara ocTpa 6bGpeviHa HeIOCTATBYHOCT C 0CTPa TY6yIHA
HEKPO34a, KOUTO MOTAT A2 e PasBUAT AOPH M IPH OTCHCTBHE HA TEXKKO YepHOZPOOHO yBpexKIaHe, HMmMa
ChOOIICHH 33 ChPAEYHN aPHTMHH H AHKPEAaTUT.

Jleueuue

He3abaBHOTO JieyeHnE € OT ChILECTBEHO 3HAYCHHE IIpH MPEAO3KPAaHE ¢ napauetamod. Jopu u npu
OTCHCTBHE HA TEKKO H3ABCHH PAHHH CUMIOTOMH, NAlUEHTUTE TpAOBa cnelHO na OBAAT PHETH B
OonHMUA 33 oKa3BaHe Ha He3abaBHA NOMOI, CHMIITOMETE MOTaT Aa Obaar orpaHMYeHM 0 raJcHe Wiy
MIOBPBIIAHE H € BBIMOKHO 12 HE OTPA3ABAT TEHKECTTA Ha NMPEAO3HPAHETO UITH PHCKA OT OpraHHa
yBpena. Jleyernnero Tpabea na 6ba€ B CHOTBETCTBHUE C YCTAHOBEHHTE TEPANEBTHUHH IPETIOPHKH.
TpsabBa na ce UMa NpeBMN NeYEHNE C aKTUBEH BBITIEH, 2KO MPEAO3HPAHETO € HACTRIIWIO B PAMKHTE
Ha | 9ac. [InasMeHaTa KOHUEHTPAlMA Ha MapaleTaMon TpaOBa na 6bae u3MepeHa 4 yaca UM Mo-
KBHCHO CIICT NOTTHIUAHE (H3MEPBAHETO HA KOHUEHTPAUMUTE HA [O-PAHEH TN He 1aBa HaTeHIHA
HHopMaIus).

Jleuenue ¢ N-auerunuucrens Moxe na ce MPHIOKH 10 24 Yaca cien IpHeM Ha TIapaleTaMoll, HO
MaKCHMaJICH NPOTCKTHBEH eQeKT ce Habuomapa 0 8§ vaca cJie)] MOrTbIIAHETO. EdextBHOCTTA

Ha aHTHIOTa HaManABa PA3KO CACH TO3H NEPHO,

[Ipy HeoGXOMMOCT Ha marHesTa TPAOBA A2 Ce MPHIKH HHTPABEHO3HO N-aleTHALUCTEHH, B
CBOTBETCTBHE C YCTAaHOBEHATa CXeMa Ha NpHIoxeHue. [TpH numca Ha IIOBPBILIAHE, [IEPOPATHO




Hoynpoden

[Ipu mena npuemsT Ha MoBeve ot 400 mg/kg ubynpoden Moxe 1a noBeae A0 BBIHHKBAHE HA
CHMNTOMH. [IpH BB3pacTHH eQerThT [03a~0TroBop € ro-ciado uipaseH,

HomyxuBoTET NpH npexo3upane e 1,5-3 yaca.

CaMnToMu

IloBeueTo naumenTH, MpHeNH KTHHHIHO 3HAYMMU konuiectea HCTIBC paspusar Hali-Beve raaene,
TIOBPBILAHE, EMHracTpanHa 6oMka WK Mo-paako Avapus. lllyM B yinute, rmapo6ojiHe U CTOMAaIHO-
"IPCBHO KBPBEHE CHIUQ Ca BE3MOXKHH. [1pM mo-ceprosnu OTpaBAHMA C€ HaOMAaBa TOKCHYHOCT OT
CTpaHa Ha UCHTpaTHA HEPBHA CHCTEMaA, M3Pa3ABalia Ce B CBETOBBPTEK, CEHANBOCT, MOHAKOTa BE30YAA
H IC30DHEHTAUM WK KoMa. [loHskora nauueHTHTe nony4asar repuoBe. [Ipy cepuO3HH OTpaBsIHHM
MOKE a8 HACTDIM METAOONHTA aUKR03a U YIb/KABAHE HA mpoTpoMOrHOoBO Bpeme / INR, cebpsano
BEPOATHO ¢ HaMeCa BbB (DYHKLHHTE HA LIMPKYJTHPALINTE (hakTOpH Ha KPHLBOCECHPBAHETO. MoXe 11a ce
Habnroaaea octpa 660peyHa HETOCTATEYHOCT 1 HEPHOAPOOHO YBpeXIaHe, aKo ca MPHAPYKEHH OT
ACXUApaTanuid. Bo3MokHO € 06ocTpaHe Ha acTMaTa APH aCTMATHIIM,

JleueHne

JleqenneTo TpaGaa Na 6bA€ CUMOTOMATHYHO 1 HOUTbpXAI0, KaTe CleaBa 42 BKAKYBA MOATEDKAHE
HPOXOANMOCTTA Ha NXATCITHATE MbTHLIA W TIPOCHEAABAHE HA CHPISYHHUTE 1 KHIHCHATE [IOKA33TEIH
110 CTa0HTU3MpaHe Ha nanneHTa. JIo enuH 9ac CIICA IIpHEM Ha ITOTEHUHWATHO TOKCHYHH KOJIMYECTRA Ha
IAlTHEHTa MOXKE Ja CC NIPUJIOXKH NepopaTHO aKTHBEH BbIeH, YecTHTe Win NpOaBIDKUTEIIHH
KOHBYJICHH TpAOBA Jia Ce TPETHPAT ¢ qua3enaM Wik JiopazenaM 3a MHTPABEHO3HO NpHIokenne, [1pu
aCcTMa TpAOBA J1a ce NIPHIarar OpoHxogunaratops.

3.  @GAPMAKOJOI'MYHU CBOMCTBA
5.1 ®apMakoxMHaMH4YHuU cBoiicTEA

(dapMakoTepaneBTHYHA TPYNA: AHANTETHII: JPYru aHaNreTHUH ¥ aHTHIHpeTHLH, KoMOUHaLMH Ha
NMapaueTaMoll ¢ H3KIHYECHHE Ha [ICHXOIETTHLIY.
ATC xom: NO2BES1

DapMaKoNOri4HOTO ISHCTBUHE Ha ulynpodeH u TiapanueTaMoll C€ pa3/IM4aBa 110 OTHOILNEeHHE Ha
MACTOTO H Ha4YWHA HA JEeHCTBHE. Te3n NONBIBALIM CE MEXaHWIMH Ha JECHCTBHE Ca CUHEPTHYHH, KOETO
BOAH 10 NO-H3pa3zeHa aHTHHOMULIEIILIHA H AHTHNUPETHYEH e(PeKT, OTKONKOTO IIPU OTACIHUTE aKTHBHU
BCUICCTBA, NPUICKEHH CAMOCTOATENHO.

H6ynpoden e HCTIBC, koero e aokazaio e(EKTHBHOCTTA CH B OGHKHOBEHHTE EKCIEPHMEHTATHH
MOZEJH Ha Bb3NaJICHUE 1IPH )XKHBOTHH 4pe3 HHXHOUpaHe Ha NpOCTArTaHIHHOBHUA CHHTES.
IIpocTarnannunsite CEHCUTH3MPAT HOLUMIEIITHBHHTE a(EPEHTHY HEPBHH OKOHYAHUSA KbM
MEIHATOPHUTE, HanpuMep OpaaukuHuH. [Topagu Tosa HOYTIpoQeH IPEeAN3BHKBA GHANTEIHYEH eekT
Ipe3 NeprpepHa HHXUOHLMA Ha NEKIIOKCUTeHa3a-2 (COX-2) H30€H3UMa, KOETO NOCIEABAII0 BOIH A0
HaMaincHa CCHCHTU3ALINA HA HOIMIUEITHBHUTE HEPBHU oKoH4aHuA. HabIromasaHo e CBILO, Ye
noynpoden MHXUOHpA HHAYI{HpAHATA IEBKOLIMTHA MHIpalus KbM Bb3naneHurte 304. Hoynpoden
HMa OTYCTIIHBO ACHCTBHE B rPBOHAYHHS CTHIO, OTYACTH KbM HHXHOHpaHeTo Ha COX.
AHTHIIIPETHYHNTE eekTH Ha ubypodeH ce NMPOABABAT Ype3 HEHTPATHO HHXHOHpaHe Ha
pocTaraHIMHiTe B Xunotajnamyca. H6ynpoden uaxubupa o6paTumo TPOMOOUMTHATZ arperaws.
[Ipu xopa ubyupoden Hamanssa OoJikaTta, IOAYBAHETO U MOBMIIEHATA TCMIIEPATYpa NOpaaH
Bb3MaJICHHE.

JlaHHH OT eKCTIepUMEHTANHA NPOYdBAHKA TOKA3BAT, Ye HOYTIpoeH MOXe KOHKYPEHTHO 18 HHXHOHpa
€(heKTa Ha HHCKa 7032 AUETHICATHLAIOBA KHCETHHA BBEPXY TPOMOOLIMTHATA arperaims, Ko '/._,:-u-. \
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kMCeNIHHa ¢ HezabasHO 0cBoboXkaBane (81 mg), ¢ HabnonasaHo HaMmansBaHe Ha eeKTa Ha
ALCTHUNICATHIMITOBATA KHCC/THHA BBPXy 00pa3yBaHeTo Ha TpOMOOKCAH WM TPOMOOIIHTHATA arperauys.
Benpexu ToBa, Te3H JaHHH ca OTPAHHYEHH M HEACHH 1O OTHOLISHHE BB3MOMKHOCTTA 32
CKCTPANONMPAHETO UM B KIIHHHYHATA MPAKTHKA K He MOKE Ja Ce NPaBsiT KATeropHYHu

3aKTIOYCHHA OTHOCHO peIOBHATA yroTpeda Ha ubynpodes, KaTo ce cuuTa, 9e HepeloBHATa

ynorpeba Ha ubynpodeH BeposATHO HIMA KIHHHYHO 3HAUHM e(ekT (BK. Touka 4.5).

TOUHMAT MeXaHU3BM Ha EHCTBHE Ha MapaneTaMos He € HalbJIHO U3SCHEH, BHIIPEKH TOBA HMA
3HRYUTEIIHH NOKA3aTeNCTBa B MOAKPEIa Ha XHII0Te3aTa 33 LIEeHTpaneH aHTHHOLMIICITTHBEH e(eKT.
PasnuyHu OHOXMMHYHH U3CNEABAHHS [IOKA3BAT MHXUOUpaHe Ha LieHTparHaTa akTHBHOCT Ha COX-2,

ITapaneraMon Moxe ChILIO 14 CTUMYJIHpa aKTHBHOCTTA HA HU3XOOAIINUTE NBTHINA HA 5-
XHOPOKCUTPUNTAMHH (CEPOTOHMH), KOHTO WHXMOHMPAT HOUMLUEIITUBHOTO MPEIABAHE HA CUTHAIL B
rpBEOHAYHHS MO3BK. HanMyHHuTe NaHHH 110Ka3BaT, Ye napaleTaMor 0Ka3Ba MHOTO CI1ad
VHXHOUTOPEH eeKT BbpXy NepudepHuUTe H30en3uMu Ha COX-1 u 2.

KnuHuHara eexacHoCT Ha uGynpoden ¥ napaueramon € A0Ka3aHa IpH GOIKA CBBP3aHa C
r1aboBoGue, 3660600 M MEHCTPYNaHn GOKH H BHCOKA TEMIIEPATYPa, OCBEH TOBA € MOKa3aHa
e()eKacHOCT 1 NPH MAUMEHTH ¢ 6osKa 1 TeMIIEpaTypa, CBBP3aHH ¢ HACTHHKA WM IPHI H IIpH GonKa,
pY Bb3NAI€HO BP0, MYCKYJTHA OONKa

KombuHanusa H6ynpoden/napaneramon € 0ocobero NOIXOARUIA NPH GoMKa, 32 KOSTO € HeoOXoauMo
[O-CHJIHO 00JIeKYaBalio CpeacTeo ot ubynpoden 400 mg mwiu napaueramon 1000 mg
CaMOCTOATENHO, KaKTO H 110-0Bbp30 AeHCTBALIO CPeACTBO 0T HOYNpogeH.

Obo0eHHe Ha KTHHHYHNATE A3HHH 32 ABe TabeTKn

[IpoBexaanu ca paHaIOMH3HPAHH, JBOMHO-CIIETIH, IUIAHEO0-KOHTPOIHPAHW NMPOYYBaHUS ¢ Ta3y
KOMOHHAIAA, KAaTO € H3MON3BaH MoaeN Ha GoNkaTa cnen AeHTalTHa onepanua. [IpoyuBaHusTa ca
MOKA3AIH, e,

. T34 NpOnYKT € KIMHUYHO W CTATUCTHYCCKH 3HAYMMO NO-cPEKTHBEH NpH ObNeKYaBane Ha
Oosikara 0TKonKOTO mapaueramon 1000 mg (p<0,0001) u u6ynpoden 400 mg (p<0,05).
. To3u npoaykr uMa 65p30 Ha4aNo Ha JEHCTBHETO, C ,,[JOTBLPACHO 0CE3aeMO OOJICKUEHHE Ha

Gomkara”, nocTUrHaTo 3a cpeaHo 18,3 MUHYTH. BBp30TO HAYaNO HA NCHCTBHETO € 3HAUHTEITHO
Mo-0bp30 OTKONKOTO NpU HOynpogen 400 mg (23,8 muayTH, p=0,0015). ,CBINECTBEHO
obnexuenye Ha OonKara” NPy TO3M NPOAYKT € MOCTHIHATO 33 CPeAHO 44,6 MHHYTH, KOSTO

€ 3BHaYHUTENHO Mo-0BP30 oTkoNKoTO NpH HOynpoder 400 mg (70,5 MmuayTH, p<0,0001).
[IpoabkUTETHOCTIA HA aHANTETHYHHA eDeKT € 61UTa 3HAYATENHO [0-ToNsIMa NPH TO3H
npoAyKT (9,1 4aca) oT Tasu Ha napaueramon 500 mg (4 yaca), nau 1000 mg (5 waca).

. OO01wara ouenka Ha H3NUTBAHOTO JIEKAPCTBO OT YUacTHHIMTE € TT0Ka3ana BUCOKH HHBA Ha
YROBIIETBOPEHOCT, Karo 93,2% 0T X ca npoxykra Karo ,,Jo0sp”, ,,MHOrO 0o0Bp” HIH
»OTIIHUEH" 110 OTHOIIEHHE ofuiekyaBaHeTo Ha Gonkara. [IpoayxTsT ¢ puUKCHpaHa 1030Ba
KOMOHHAUMA € HMal 3HAYHTENHO 10-106po Aeiictere oT napaueramon 1000 mg (p<0,0001).

Jpyro paHnoMu3HpaHo, ABOHHO-CIANO KITHHHYHO [IPOYYB2HE € NPOBEICHO ¢ TO3H NPOAYKT 33
NEYEHHE Ha XpOoHHYHa 00/Ka Ha KoJisiHoTO. [IpoyyBaHero e mokasano, ue:

. Tosm mpoaykr e mo-eexTHBeH npu obNiekuapane Ha 6onakaTa or mapaueramon 1000 mg pu
KpaTkocpoyHo nedenue (p<0,01) u avarocpoyno nevenne (p<0,01).
. OO01aTa oLeHKa Ha TO3U NPOAYKT OT YYaCTHHLMTE e NoKa3ana BUCOKH HMBA Ha

YHAOBIETBOPEHOCT, KaTo 6(,2% 0T TAX ca onpenenuny npoaykTa Kato , 1o0sp” wiu
»OTIHYEH* 33 NBITOCPOYHO JIeyeHue Ha 00Jka B KonsHoTO. IIpoAyKTHT € UM 3HAUHUTEIHO
[o-pobpo meiicteHe oT napaueramon 1000 mg (p<0,001).

5.2 ®dapMakoKHHeTHYHH CBOIHCTBA

Hoynpoden
Alcopdis

Hoynpoden ce abcopOupa no6pe OT CTOMAIIHO-YpeBHHA TPakT. [Ina3MeHHTe HUBA HA HAYTY
TO3H NPOAYKT C€ YCTAHOBAT CJI€A 5-Ta MHHYT2, KAaT¢ THKOBHTE TUTa3MEHH KOHHEHTpaly,




I -2 qaca cnex npuem Ha rmagmo. Korato npogykTeT ce NpHEeMa C XpaHa, MUKOBHTE NJIA3MEHH HHUBA
Ha HOYTIpO(deH ca Mo-HUCKK H AOCTHUTAHETO MM Ce 3ab6aBs CEC CPEIHO 23 MUHYTH, HO KaTO L0
CTEN¢HTA Ha abcopOUHA € eKBHBAJIEHTHA.

PasnpenenceHue

HbyripodeH ce ¢BBp3Ba BB BHCOK NMPOUEHT C MNA3MEHHTE GENITH L. Hoynpoden ce pa3reaps B
CHHOBHANHAT2 TEYHOCT. [IpH OrpaHyyeHy npoy4usanus u6ynpodeH ce OTaend B KbPMATa B MHOTO
HHCKH KOHIIGHTpAIHH.

buoTtpancdopMaiug

Hoynpoden ce MeTabonuzmpa B YepHus Apo6 DO JBA OCHOBHH MeTaboNKuTa, KATO TBPBHYHHAT BT
Ha eKcKpeLua ¢ upes Op0Openure, moa dopmara Wik Ha MeTaGONNHTH, KM HA TIO-FOJEMH KOHIOTATH,
326[THO C HE3HAUUTEITHO KOJNIHYECTBO HENPOMEHEH HOYMpodeH.

EnvmMubnpane
Exckpeunsra 4pes 6s0peliure € 6bp3a u B TbiHA cTeneH. EjHMAHALKOHHIST [IOTYKHUBOT € OKOJI0 2
qaca.

He ce HabmonaBat 3Ha4MMH pasMKy BLB GapMaKOKUHETHYHHS npodun Ha HOynpoder NpH NHI@A
B CTapyecka BE3pAcCT.

ITapaueTamo.

Abcopbiug

[Tapaneramon ce aGcopbupa 6Bp30 ot CTOMAIHO-YPEBHHUA TPakT. [ lnasMeHHTe HHBA HA NApaLETaMo
OT TO3M IPOJYKT C€ YCTAHOBABAT HA 5-TA MHMYTA, KATO NHKOBH I1a3MEHH KOHLIEHTPALMH CE HOCTHTAT
0,5-0,67 gaca cnex mpueM Ha rnagao. Korato To3u MPOJOYKT Ce IIPHEMA Ha IT1a/IHO, ITHKOBUTE
IIa3MCHY HHABA Ha TTapaleTaMol ¢a MO-HHCKK B CE NOCTHIAT CBC CPEIOHO 55 MHUHYTH 10-6aBHO, HO
KaTo A0 CTENEHTA Ha abcopOuns e eKBUBAIeHTHA.

Pasnpenenenue
CBBP3BAHETO C TUTA3MEHNTE GENTHLM € HESHAUYMTENHO [PH 0GHYARHKTE TepaneBTHYHU
KOHLEHTPaUHH, BbIIPEKH 9€ 3aBUCH OT 034aT4.

buotpanchopmanus

[apaueramon ce MeraGonu3upa B YepHUs 1po6.

Manbk XHAPOKCHIHPAH METABONHNT, KOWTO 0BHKHOBEHO Ce o0OpasyBa B MHOIO MATKH KOJIHYECTBa OT
OKCHI{a3H CbC CMeceHH QYHKLUMM B YePHHUS P06 U ce JeTOKCHKHpA 4pe3 KOHKOrauus ¢
4EPHOIPOOEH ITyTaTHOH, MOXE Ja aKyMyNHpa clieq NPEI03UpaHe ¢ napaueTaMo U 1a IpuiHHU
yBpekJaHe Ha depHHA JpoD.

EnvMuHupane

[lapaneramon ce oTnens B ypHHaTa, IIaBHO KaTo TIIIOKYPOHHAHU U CyJ(paTHH KOHIOTATH, K&TO OKOJI0
10% ca rnyratuonau koHroratH, ITo-Manko ot 5% ce CJIMMHHHPA KaTO HEIIPOMEHEH NapaneTaMoll.
ENMMHHAOHOHHHAT MONY>KHBOT € 0K0/10 3 yaca.

He ce nabmonapar 3Ha4unMM pasnyku BEB GpapMAKOKHHETHIHHS Npo¢dua Ha mapaueTamos Ipy JHLa
B CTApYecKa BL3PacT.

broranuunoCTTa ¥ papMaKOKHHErHIHUAT Npodun Ha HOynpodeH M apaneTamor], NPUETH MO
(popMaTa Ha TO3H NEKAPCTBEH NPOAYKT, HE Ce MPOMEHs KOTaTo Ce npHeMaT B KOMOHHALHA KaTo
€IHOKPATHA WK MHOTOKPATHH JO3H.

T'031 JiekapcTBEH NPOAYKT € NPON3BENEH Ypes TEXHOMOIMA, KOATO MO3BONSBa eMHOBPEMEHHOT
oceoOoKaBane Ha uOynpodeH v apaLeTaMon, 3a 1a MOYe aKTUBHHTE CHCTABKH I OK
KOMOHHUPaH edeKT.




3.3 IlpeAxiIHHHYHH JaHHH 33 6e30MaCHOCT

TokcukonoruuHusT Npodun Ha 6e30NacCHOCT Ha 1bynpodeH u nmapalueTamMon e yCTaHOBEH NPH
HpOYyHBaHHMATA C XKHBOTHH H OT NPOIBDKUTEIHAS KIMHHYEH OMMUT npH Xopa. He ca Hanyyan
KOHBCHLMOHATHH NPOY4BAHUA, U3IIOI3BAIIH TOHACTOALIEM TIPHETHTE CTAHZAPTM 34 OLICHKA Ha
TOKCHYHOCTTA Ha NapauneTaMol 3a pENpoAyKU#ATA W pa3BATHETo. HiaMa HOBH NMpPeOKIMHUYHHA JaHHH,
KOHTO Ca OT 3HaUCHHE 33 NPCAIMCBALIMA JIEKAP, OCBEH NpeacTaBeHUTE B HacToAmara Kparka
XapaKTePHUCTHUKA Ha IIPOIYKTA.

6. PAPMAIUEBTHYHH JAHHHA
6.1 Concsk Ha noMoMHuTe BellIeCTRA

CeplUeBHHa Ha TabeTkaTa
Kpockapmenosa Harpui
XHIPOKCHITPONHIILENY 034
MUKpPOKPUCTATHA ETY103a

Konounen 6e380aen cunummer THOKCHIL
CTeapHHOBA KHCenHHa

MarhHeznee creapar

DUIMOBO MOKPUTHE

Makporon-no/H(BHHIIIOB ATKOX01), NPUCAZCH CRIIOTMMED
Tank

[lepiren murMeHT Ha ocHOBaTa Ha CIIONA

llonu(BrHunOB ankoxo:n)

I'naueponos MoHokanpmmokanpar

Turanos agnokcun (E171)

HepeH xenesen oxcun (E172)

0.2 HecnBmecTumocTu

Henpunoxumo.

6.3 Cpok Ha roanocr

2 TOIUHH

6.4 Cnennanun yc1osus Ba chbxpanenne

T30 NneKapcTBEH NPOAYKT HE U3MCKBA CITELIMATHU YCIOBHA HA ChbXpaHEHHE.

6.5 BHI u chabpKaHHe HA ONIAKOBKATA

Metagen Make 500 mg/200 mg (ruiMHpany TaBNETKH ca OTIaKOBAHM B bauctepu ot PVC/PVAC/AL

CeABpxaluM 10 wnn 20 punmupanu Tabnetxu win 8 HDPE oytunka ¢ LDPE kanauka, cpanpxama
30 ¢punmupany Tabnerky,

He BcrukM BunmoBe omakoBkH Morar ja 6paat NyCHaTH B npoaaxba.
6.6 CrenHa/IHH NPeANAHA MepPKH MPH H3XBbPJIsIHE

HsmMa cnernmanim u3sHexksagys.,




7. INPATEXATEJ HA PASPEIHEHHETO 3A YIIOTPEBA

Zaklady Farmaceutyczne POLPHARMA S.A.

ul. Pelplinska 19, 83-200 Starogard Gdanski
[Tomma

8. HOMEP(A) HA PASPEUMIEHUETO 3A YIIOTPEBA

Per.Ne: 20210312

9.  JATA HA ITBPBO PA3PEIIABAHEIN OJHOBABAHE HA PAPEHIEHHETO 3A
YIIOTPEBA |

Jlata Ha mepBo paspemasane: 15.10.2021

10.  TATA HA AKTYAJW3UPAHE HA TEKCTA




