KPATKA XAPAKTEPUCTHKA HA IIPOAYKTA

1. Ume Ha nekapCTBEHUSA NPOAYKT

MoOynpom CrnpunT Kanc 200 mg kancysiu, MekH
[buprom Sprint Caps 200 mg capsules, soft

WAITORHWTENHA ATERUIAR 110 NIEKAPCTBATA |

Kparnxa xapammumm +a npodyxma - Rpunoxenue 1

55134 8- 06 |

2. KavecTBeH H KOJHYECTBEH ChHCTAaB
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| MEKa Kancyja ¢Cbabpxa !
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HUoynpoden (Ibuprofen) 200 mg
3a NbLAHUA CITACHK HA MOMOULHHUTE BelwecTBa, BUXTE T. 0.1
3. JlekapcrBena gopma
MeKH Kancynv
4. Knnaugysn panHu
4.1 TepaneBTHYHH NOKA3AHUA
- NIeKa A0 yMepeHa H0JKa OT paznryeH Npon3Xo, BKIKUYUTENHO rnaBodone
- 3u0obHon
- MYCKY/IHU OONKY B KPBCTA
-  00NKK B KOCTHUTE K CTABUTE
- JAUCMEHOpeH
- BMCOKa Temreparypa

4.2 JlozMpoBKa H HAYHH HA NPHJI0KEHUHE

Br3pacTHu 1 Aena Hajg 12 TOAMHMY .

[Tepopanuo 1-2 xancynu Ha BcekH 4-6 yaca, cnen xpaHeHe /ue Tpadsa aa ce npueMar
NO3UPOBKH, NO-BUCOKKU OT 6 KancyJjim AHEBHO /

He Tpabea aa ce npunara npy aeua noa |2 roauuu,

[TpH Hanpeanana Bb3pacT: HE Ce Hanara agantupaHe Ha 103aTa.

Jla ce wu3n0si3Ba BB3MOMKHO HAW-HEMPOABL/DKUTEIHO BpEME BbLB BB3MOXHO HaH-
HUCKATA TEpaneBTUYHA 032 KATO AHTUNMMPETHK 3 JIHW, KATO aHaNreTHK 5 AHU Oe3
NEKAPCKO NpeAnrcanue,

4.3 IlporuBonokazaHus

. CBPBLXUYBCTBUTEIHOCT KbM aKTUBHOTO BEUICCTBO UM KBM HSKOS OT
NOMOILLHMTE CHCTABKH.

2. CBpbXUyBCTBUTEIHOCT /XpeMa, NPUCTHN Ha OPOHXHANHA acTMa, ypTUKapHs/
KbM aueTuncanuuuiona kucenuna unu apyru HCIIBC g anamHesara.

3. CrTomalllHa UNM NYOACHAJIHA S3BA B HACTOALLETO WJIM B AaHAMHE3aTa,




XeMoparuiHa auartesa

Texka chpaeuHa HEAOCTATHHHOCT

Texxka uepHoapobua u/nan 6ebpeyHa HeJOCTATEHHOCT
TpeTus TpUMECTHLD HAa OPEeMEHHOCTTa

Heua non 12 roauHy,
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4.4 CnennalHyu npeaynpexxieHns H Npeana3zHu MEepKH NpH ynorpeda

[IpoAYKTBT A2 CE NpUNAara Bb3MOMNHO HAK-HENPOABMKATENHO U BbB Bh3MOXKHO HaH —
HACKATA TepanesTHYHA 103a.

Heobxoaumo e nopuiieHo BHUMaHUE (00CHXKAAHE ¢ NeKkap, Mad GapmalesT) npeau
3AM0YBAHE HA NIEUCHHUE MpY NAUMEHTH C aHAMHE3a 33 XMIEPTOHUSA W/HMIHK ChpASYHa
HENOCTATLYHOCT, Thid KATO uMa CHOOLUEHHUS 38 3a]PDbXKKA HA TEYHOCTH, TMOBHILEHO
apTepPHaNHO HANAraHe v OTOK, cBbp3aHHu ¢ neueHuero ¢ HCTIBC.

He tpsiosa na ce n3noniea 3aeano ¢ apyrd HCITIBC. [la ce npunara BHUMaTenHo npu
MauMeHT™H ¢ OpoHXMaIHa acTMa, TbH KaTo MPOAYKTHT MOXKE Aa Npeau3BuKa
OpPOHXOCNIA3BLM,

[Tpr nauMeHTH ¢ aHamHE3a 3a CTOMAallHAa W/WiIM AyojeHanHa a3sa ynorpedara Ha
NPOAYKTA YBEJHYaRa PUCKa OT CTOMALIHO-YPEBEH KPLBOU3IIUB.

[Tpy naumenT ¢ yepHoApobHO 1 OBOpeUHO QyHKUMOHATHO YBpeKAaHe TpsOBa Aa ce
MOHUTOPHPAT YepHOAPOOHUTE ¢HauMKM W ObOpeunarta (pyHKUMA npH ynorpebara Ha
NEKaApCTBEHUS TIPOAYKT.

[Ipy naureHTH ¢ HapyilleHUs B KPbBOCHCHPBAHETO BPEMETO HA KbPBEHE MOXKE Aa CC
yAbLAKHK. [1poCIesIBaHETO HA KPBBHOTO HANATAHE H €BEHTYATIHOTO ONTHMU3KWPAHE Ha
AO3MPOBKATA HA XMWINOTCH3UBHK CPEACTBA FIpH NMAUWUEHTH C XMIMEPTOHUS Ca CbLIO
HEOOX0AMMH /BrK. 4.5/,

[Ipy nauveHTH B HANpedHana Bb3PACT PUCKBT OT YCIIOXKHEHUs €€ MOBMLUARA TPHU
AOSRA HA HEMKENAHW PEaKLIHH,

[Tpy naUKMEHTH ¢ TEWKKA ChpAeyHA HEAOCTATBYHOCT Jla HE CC rpujara.

CbpAeHHO-CbAOBH U MO3BHHO-CHAOBH €PEKTH

KAMHWYHY NPOYYBAHUS M CNUACMHUONONHYHN JdHHM NOKasBat, 4e ynorpedara Ha
ubynpoden 0cobeHO BbB BUCOKM 403M (2400 mg AHEBHO) W NMPH NPOABLIKHTEIHO
IPUNOIKEHME MOXKE JAa CE CBbPKE C JIEKO [MOBHILUEH PUCK OT apTEPHUAIHH
TPpOMOOTHYHH  CbCTOAHUA  (Hanpumep MuOKapaer MHGBAPKT  WIW  MHCYNT).
ENMAEMHONOTUHHHTE NPOYUBAHMA HE MOKa3BaT, 4€ HUCKA A03a ubynpodeH (Hanp. <
1200 mg AHEBHO) € CBBP3aHa € YRE/IMUEH PUCK OT MUOKApAEH WH(APKT.

4.5 BzanmogeicTBHE C APYIH JEKAPCTBEHH MPOAYKTH H APYTH GOPMH HA
B3AUMONEHCTBHE

He w3nonssaite ubynpodeH eAHOBPEMEHHO C :

e aueruicanuuunosa kvuceauua nin apyru HCIBC nopaan nosuineHus puck
OT MOSIBA HA HEXKEIAHM peaKLU

®  AHTHXMNEPTEH3MBHU CPEACTBA, HANp. auypeTuun, Thi kato HCTIBC Moxe aa
HaManaT ePEKTUBHOCTTA HA TE3U NPOAYKTH

e antuxoarynanTu, Thit kato HCIHBC moxe aa 3acuaaT eekra Ha
NCKAPCTREHUTE MPOAYKTH, KOUTO MNOHKMKABAT KPBBOCHCHPBAHETO.




o Jlutuit M MmeroTpexcaT-HCTIBC mMoxe aa noBHWIAT nia3MeHUTE HUBA HA
JIMTUH 1 METOTpPEKCcaT

¢« Koprukoctrepouan - HCIIBC moxe fa yeennuart pucka 0T cTOMalUHO-UPEBHY
KPbBOU3NIMEH

e 3UACBYAMH — MOXE [1a YLK BPEMETO HA KbpPBEHE

¢  ALCTUICANUUHIOBA KUCEIHHA, U3TI03BAHA B KApAHONPOTEKTURHU AO3K —
npoaAbLIKKUTENHATA YNoTpeda Ha noynpodeH moxe aa nHxubupa
AHTHTPOMOOTHYHUTE ePEKTH HA AUCTUIICAITMLMIIOBATA KUCENHHA.,

4.6 bpeMeHROCT H KbpPMeHe

JlexapcTBEHUAT NPOAYKT HE TpadBa Aa ce€ M3NOMA3BA Npe3 TPETUA TPUMECTHP OT
Ope€MeHHOCTTa, Thi Kato ulynpodeH NOTUCKA MATOUHWUTE KOHTPAKLMH, MOXE [a
3a0aBY W Ja YBENIUYK NPOALKUTENHOCTTA Ha paKAaHETO, KAKTO W A4 NpPEAW3BUKA
NPEXAEBPEMEHHO 3aTBapsAHe Ha ductus arteriosus. JlekapcTBEHUAT NPOAYKT MOXKE Aa
Ce W3MnoJj3ea OT OpeMEHHHM caMo npu abcomoTHa HeoOxoaumocT. B orpaHuueHM
n3nuTBaHua € Ouno yctaHoBeHo, ue UOynpodeH npemuHaBa B KbpPMaTa B MHOIMO
MasiKo KOJIMHECTRO U PUCKBT TO Aa BIUIE HEraTHBHO HA KLPMAveTaTa € MalbK.

4.6 LdekTH BBPXY ¢nocobHocTTA 3a WodhupaHe U padoTa ¢ MAMHHH

Hama nadHu 3a Hexenanu peakuny va Moynpom Cnpunt Karne, kouto Guxa
NOBAWSASIM BBPXY CNOCOOHOCTTA 3a wodrpade u pabora ¢ MalLKHW,

4.7 Hewenann NekapcTeeny peakuuu

Kakrto v Bcekn apyr aexapctseH npoaykt MOynpom Cnpudat Kanc moxe pa
MPEeAM3BUKA HEXKENAHN peakuuy. Te BKIOUBAT :

e Yecru Hexenanu peakuuu /1-10% o1 nauMenTtuTe/ - rageHe, Aunca Ha aneTur
NOBPBLLUAHE, MUPO3WC, AUcnencus, (naryieHuuna, avapus, szanek, OONKH B
enUracTpuyma, 3alyx, BJowAaBaHe Ha OpoHxuanHa acTMa,. rnasofonue,
BEPTUIO, CBPBLX-BLIOYAUMOCT, MNPYPUTYC, YpTUKapus, nypnypa, oOpus,
3alpbKKa HA TEUHOCTH M OTOUM

e Heuecrun /0,1-1% oT nauuMeHTUTE/ - XWNEPTOHHSH, NPOMEHA HA BKYCA,
nosuileHu tpancamunasv /SGOT u SGPT/

e Peakn /0,01-0,1% oT nauMeHTuTe/ - CTOMAWHO-YPEBEH KPBBOW3NMUB,
CBHHMBOCT  WJIH be3chLHue, HapylWeHuns HA  KPhBOCHCHUPBAHETO,
TPOMOOUMTONEHHA.

e Mmuoro peaxu /< 0,01% ot nauveHtute/ - ObOpeyHa nanuiapHa HEKPO3a,
KOSITO MOKE Aa AOBEAE 10 ObOpedHa HEAOCTATLUHOCT, XEMOIIUTHUHA AHEMUS
FPaHY/IOUMTONEHNSA U TPOMOOLIMTONEHUS, OYyNO3HN ACPMATO3N /BKIIIOUHTENIHO
ekchonnaTtvBen JaepMaTUT U MYATHPOPMEHA epuTema/, HecneunduyHu
ANepPruvHu peaKlvu, aHaduaakcus, CMYLEHUS Ha CAyXa W 3PEHUETO.

Hexxenanure peakuuu c€ noABABAT NO-PAAKO, KOrato JIEKAPCTBEHUAT MPOAYKT Ce
npuiara kpatko epeMe. [lpy CBpbLXUYBCTBUTENHU NMALMEHTH MOXKE & CE NOABAT
CTOMALLIHO-YPERHY CMYILEHUS /TaJICHe, AUCACICUA/ UM KOMHU aJICprUHHM peakuyu
/OOPUB, YPTUKAPUSA/.
Uma cbolfuenus 32 0TOK, XHIIEPTOHNS ¥ ChLPACYHA HEJOCTATHYHOCT, CBh
ynorpedara na HCHBC.




KAauuuunu npoy4sanus u eNHAEMHOJOTHYHH JaHHH OKA3BAT, e ynoTpebara
Ha Hoynpoden 0cobeHo BLB BHCOKH 103H (2400 mg AHEBHO) M NIPH
NPOABAKMTENHO NPHJIOKEHHE MOKe Ja €€ CBLPIKE € JIEKO MOBUILEH PHCK OT
APTEPHANHH TPOMOOTHYNY CLCTOAHUA (HATPUMED MHOKAPACH HRPAPKT HIH
MHCYAT) (BHKTE T.4.4)

4.8 Ilpenozupane

B ciydait Ha OCTpO Npelo3npane, HEXENAHHUTE PeakLMK 3aBUCAT OT KONUYECTBOTO Ha
MPUETHA  JIEKApCTBEH MNPOAYKT W OTpA3bKAa OT Bpeme ciea npuema. [Inpsute
HEXKENARH CUMNTOMH, KOWTO OOMYaWHO Cce nosBABaT ca: rajeHe, MOBPLUIAHE,
riasodoaue, BepTuro, 60IKa B €NUracTpuyMa U ChHAMBOCT. B cny4ail Ha 3HauuTenHo
npeaosupane /Han 400 mg/kg TenecHo Terno/ Moxe 1a ce NOoABM KOMa, XUIIOTOHMS,
XMMEPKATUEMHA  CbC  ChpAEYHA  apHTMHA, MeTaboauTHa  auMae3a, BUCOKA
TEMNEeparypa, AMXaTeTHH CMYyLIeHns U OBLOPEUHO YBpeKaaHe.

Cnea npofbiokuTeNHA ynoTpeda MHOro PAAKO MOMKE Ja CE€ NOSABU XEMOJUTUYHA
aHEMUA, FPAHYNOLMTONEHNUA M TPOMOOLIUTONEHUS.

AKO H¢ € MHHaN MnoBe4Ye OT 4Yac ChAell OCTPOTO MPEAO3UPAHE HA J1eKapCTBEHUS
MPOAYKT, C¢ NPENOphUBA 1a CC MPEAU3BUKA NMOBPHLWAHE, 432 CE€ HW3BLPLIN NPOMUBKA
Ha CTOMaxa Wik Aa € Ja/1€ aKTHUBEH BbITICH.

Hama cneuudunyer anTHAOT, HHUTO cneuMHUHO NeuyeHue 3a npeno3upane Ha
nOynpogeH. CHMNTOMATUYHOTO NEUEHUE C€ CHCTOU B MOHUTOPHPAHE HA KHUIHEHUTE
(YHKLUMH, KATO CEUManHO BHUMAHHKE ce 0Bphila HA MOHUTOPUPAHETO HA KPBBHOTO
Hangrade u EKI, kakTto v Ha aHanuza Ha NPU3HALMATE U CUMNTOMMTE IMOKA3BALUM
CBCHTYANCH CTOMANUIHO-UYPEBEH KPLBOU3IUB, METADONMTHA aUMA038 W HAPYLIEHUS HA
LIHC. M3non3sa ce nogabp:kawio neyeHue.

5. PapMakoJIOrH4HU CBOMACTBA
5.1 MapMakoAHHAMUYHH CBOHCTBA

dapMakoTepanesTHUHA rpyna: MPOTHBOBL3NAUTEHH, AHANTETUYHM,
antTunupetiunn cpeactea ATC koa: MOTAEQ]

MOyripoer /mpon3BoAHO HAa NPONKMOHOBA KKUcennHa/ cnafa kbM rpynara Ha HCTIBC.
Tolh e ¢ ananreTMyHo, NpPOTUBOBBLINAIUTEAHO M AHTHIHPETHUHO AelCTBHE.
HEeACTBUETO MY € pe3ysTaT OT CnOCOOHOCTTA MY Ja MHXMOHpa LIMKIOOKCUIreHa3aTa Ha
apaxuaonoBata KucenuHa /COX-2 eH3UM, KOUTO €€ MHAYUMpa TNpH Bb3NaNHTENHH
CbCTOSHHA/, B PE3YATAT HA KOETO c€ MHXHOMpa CHUHTE3aTa Ha LUKIHUYHUTE NEPOKCH/H
/AMPEKTHH  NPOCTArlaHiMHOBY Tpekypcopu/. HecenekTuBHOTO, €AHOBPEMEHHO
wHXHOUpaHe Ha Bropara dopMma Ha H30eH3uMa nukiookcureHaza-COX-1 n3oeH3um
/TaKa Hape4yeHnara KOHCTUTYTHBHA opma / BOJAM O MOSBATA HA HEKENAHW PEaKLMH
Ha Ibuprom Sprint caps, KaTo HaManfABaHe CHHTE3a HA (POCTAMNAHIUHW, KOUTO
npeanassar croMallHara aurapuya, OuOpeuHu J1e3uMu MM HamMansBaHe CUHTE3a Ha
TpoMOOKC A,

5.2 GapMaKOKHHETHYHH CBOHCTBA

[buprom  Sprint caps cbabpxka 200 mg ubynpodeH, pasTBOopeH B XUAp
PA3TBOPUTEN. ChAbPXAlll C€ BLB BBTPCILUIHOCTTA HA XKEJATHHOBATA KarCy, ‘3‘% '
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MNOTNbLUAHE, XKENATUHOBATA Karcyja ¢e pa3dnana /pasrpaxja ¢e/ B CTOMAlUHUA COK
/pH1,5/, karo oceoboxnara pazteopeHus ndynpodeH, KOHTO MOKe BeHara ga ce
pe3opbupa.

Mbynpoden ce pezopbupa BenHara B XpaHocmunarenuus tpakt. Tol € CBbp3aH B
FONAMa CTENEH C NNAa3MEHUTE NPOTCHHK U NPEMHHABa B CHHOBHAIHATA TEYHOCT.
MaxcumanHa niiazmeda KOHUeHTpauusa Ha ubynpodeH ce noctura 70 MUHYTU cnen
npueMa. Korato ¢€ npuemMe no BpeMe Ha XpaHeHe fepUoaLT OT BpeMe A0 AOCTHraHe
HA MAaKCUMMAJIHA NJ1a3MEHA KOHUEHTPaLUUi MOXKE Aa ObAE NO-AbLAbT.

UbGynpoden ce meraboanaupa B yepHua apod N0 ABAa HEAKTHBHU MeTadosMTa M B
Tasu (popma uau nog GopMa Ha KOHIKOraTH ¢€ €KCKpeTupa upes 6u0peumnTe, 3aciHo ¢
HenpoMeHeHns ndynpogeH. EKckperdpaneTo upes 0b0peunTe € Obp30 U MLIHO.
BpeMeTo Ha NONY>XHBOT € OKOJIO 2 yaca.

[Ipy nAUMEHTHTE B HANPEAHANA Bb3PACT HE ¢e HA0MI0AaBaT 3HAYKUTENHN pa3znuius no
OTHOLLIEHUE HA PAPMAKOKUHETHHHUA Npodun.

5.3 llpeakNAWHHYHM JaHHU 32 0€30MACHOCT

I Ipn npeaKIMHMYHN U3NUTBAHKA, NPOBEAECHU NpHU  3aliliM ¥ NNBLXOBE, NPUNATAHETO
Ha UOynpodeH npu OPEMEHHH XUBOTHYU, B A03H HEKOJIKOKPATHO MO-BUCOKU OT TE3H,
M3NI0NI3BAHK NPH XOpa, HE NPEAUIBUKBAT CTATUCTUYUECKW 3HAYUMO YBEAUYEHME HA
MaJl(QopMaLMUTEe Ha TJI0JA B CPABHEHHME ¢ KOHTPOJHa rpyna. OTCLCTBUETO  Ha
TepaToreHHH egekrn e Habnogasano U npu Mmuwkn C37BL/6J, npu kouto e
npunarad MoynpodgeH B KonnM4ecTBo Haa 100 nbTH NO-BUCOKO OT AO3MTE, NpUIIaraHu
npu xopa.

6. PapMaUeBTHYHH JAHHH
6.1 ClIHCBK HA NOMOILHHTE BENIECTBA

(CbCTaB HA ChABLPIKUMOTO

Maxkporon 600
HecTunupada soaa
Kanver XuapoKCcu

(CbCTaB HA KANMCYAHATA OOBUBKA

XKenatuna, nateHT cuHbO /E131/, cmec ot copburton, 1,4-copbuTan, MAHUTON, BUCLLH
MOJTMONMU.

6.2 HecnhLBMECTHMOCTH
He ca u3BecTHH

6.3 Cpox HA roaAHOCT
2 TOAWHU

6.4 CneuHadHH YCIOBHA HA CHXPAHEHHE




Jla ce cbxpaHsBa Ha Cyxo mscto nof 25°C.
Jla ce cbxpansiBa Ha MSCTO, HEAOCTHITHO 33 AcLA.

6.5 /lannw 32 onaKoBKaTa
[IBX/TIBAX/ANYMUHUEBH OAMCTEPH B KAPTOHEHA Ky THS
6 kancynm — | daucTep OT 6 Kancynu
10 kancynu — | daumcrep ot 10 kKancynu
12 kancynu — | GnucTep oT 12 Kancyau

24 kancynu - 2 6nucTepa ot 12 kancyau
30 kancyau — 3 dnucrepa or 10 kancynu

6.6 CnenualiHu Npeana3zHu MEPKH NPH U3XBLPJAAHE H padoTa
HsaMa cneunandyv U3HCKBAHHS
7. IlpuaTexkaren HA pazpelleHHETO 3a ynorpeda
Cosmedica sp. Z 0. 0.
Villardczykow 1/5

02-798 Warszawa
[loniua

8. Homep/a na paspewenuero 3a ynorpeda

9. JlaTa Ha nLPBO pazpelleRye / NOAHOBIBAHE HA PA3PELICHUETO 3a yNnoTpeda

10. Jara na axryanuzupaHe Ha Tekcera - ABryct 2008




