KPATKA XAPAKTEPUCTHKA HA ITPOIYKTA




I. UME HA JIEKAPCTBEHUS ITPOAYKT

JUCTPEITTA3A 15 000 [U/1 250 TU cyno3uropuu
DISTREPTAZA 15 000 IU/1 250 IU suppositories

2. KAYECTBEH U KOTHMYECTBEH CHCTAB

Bcska cynosuTopus ot 2 g chaspka 15 000 [U crpentokntasa (streptokinase) v 1 250 IU crpentonopHasa
(streptodornase).

3a MbAHHSA CIHCHK Ha MOMOLIHUTE BELLECTBa BUXKTE TouKa 6.1,

3. JIEKAPCTBEHA ©®OPMA
CynosuTtopusd (2 g)

4. KJIAHHYHH JAHHH

4.1 TepaneBTHUHH NOKA3AHHA

- Monabpkalio neyeHue npy Tasosa Bb3nanuTenHa donecr (TBb) — Bb3nanurtenHy 3abonsaBaHus Ha
AHYHUIIMTE, (hanonueBuTe TPLOH U €eHIOMETPHYMA;

- CpacTBaHH CIAEI KOPEMHU XKPYPriuYHH HHTEPBECH M HU;

- OcTpa xemopouaanHa 60nectT U XpoOHUYHA XeMopouaanHa donecr;

- Karo nmomrbpaallo JieueHue NpH nepupextanHyd abcuecH v PUCTYNH ¢ obLWIMpHA Bb3NaiHTEHA

HHOHUATpALHS.

4.2 do3upoBKa A HAYHH HA NIPHIIOKKEHHE

Jo3upoBka

Bw3pacmuu
Jlo3aTa 3aBHCHM OT THNA ¥ TEXECTTA HAa BB3NAJMTENHOTO CbhCTOsAHHE. Jla c€ H3NnoN3Ba CbIACcHO

NPEANUCAHUETO Ha Jiekap.

B cepnosHu cityyau ce mpuiara ciegHaTta J03HpPOBKa:
3 X | cynosuTopHs 3a NbPBUTE 3 AHU

2 x 1 cynosuTopya 3a cneaBaliuTe 3 AHH

1 x 1 cynosutopus 3a cneapalliuTe 3 KHU

NPHU NO-NEKH CIyyau:

2 X ] CYMO3HTOPHA 32 MbPBUTE 3 AHU

1 x 1 cyno3uTopua 3a cneasalure 4 fHU HIU
2 x | cynosvropus 3a 2 AHK

CpeaHuaTt 6poit CyNno3uTOpHH, H3M0/I3BaHK B TepanusTa € 8-18. CpenHaTa npons




e 7-10 gHu.

Cmapuecka ev3pacm
JInncsa nHpopMalms 32 HeoOOXOAHMOCT OT KOPUIHpaHe Ha A03aTa NP MALMEHTH Haa 65 FORMHH.

Yeproopobro yspexcoare
JUCTPEIITA3A ce npuiara kato pekranHa cynosuropus. He ce merabonu3upa B uepHus aApoO, He €
HeoOXOAHMO KOPHIHpaHe Ha J03aTa MPpH NaUKEHTH ¢ 4epHOAPOOHO YBPEKIAHE.

bvbpeuro yapeacoane
JIuncea nHpopMalug 3a HEOOX0AHMOCT OT KOPHIHpaHe Ha 103aTa [1pHY NauKHeHTH ¢ ObOpeyHo yspexaane.

Heouampuuna nonyarayus
ITanuuTe 3a 6esonacHoct Ha JIMCTPEIITA3A npu aeiia U IOHOWH HE €A YCTAHOBEHH.

Ha4yuH Ha MPUAOKEHHE

Cnen u3BaxaaseTo ot HIIMCTEPA, CYTIOZUTOPUATA CE NOCTaBA IbIOOKO B PEKTYMA.
4.3 IlpoTuBonoKazaHHA

To3u ACKApPCTBEH IIPOAYKT HC Tpﬂﬁﬂ& Aa €€ HU3Mo3B4d.
- B c.nyqai‘i HA CBPBLXYYBCTBHTCIIHOCT KbM AKTHBHHUTC BCULICCTBA WJIH KbM HAKOC OT NMOMOLUHHTEC

BellleCTBa, U3OpPOEHU B T. 6.1,

- aKO MAUMEHTHT HMa NPECHH PaHU WU XMPYPruvHH LeBOBE B 00JiacTTa Ha MPHIOKEHHE: NPOAYKTBT
He TpAOBa a B/IKW3a B KOHTAKT ¢ MPECHU PaHW WJIH XWPYPruyHH LIEBOBe, ThH KaTO TOBA MOXE A3
NOBeAe 40 pasxjabBaHe Ha KOHLIMTE M MOC/EABALIO KbPBEHE,

- okoJio 10 AHKW cnen KpbLBOM3NUB, Thil KATO MOKE 14 MPCAH3BHKA NOBTOPHO KbpPBEHE;

- C JIEKAPCTBEHH NPOAYKTH, CbAbDKALUH KATLHEBH COMH;

- pu OCTPO BHAMANCHHE HA CHEANHUTENHATA ThKaH O€3 CHMIITOMH Ha cynypalus,

- MpH NAUXCHTH C HaMaJIEHO KPbBOCHCHPBAHE;

- C aHTHKOAryJaHTi Nopajy PUCK OT JIOKAHO KbpBEHE.

4.4 CpnenHaJHH npeaynpexieHHs U Npeana3zHH MEPKH NPH ynoTpeda
[TponyKTsT MOXE AQ MPUYHHH JIOKANHO Jpa3HEHE.
4.5 BianMoaelcTBHE ¢ JPYTrH JIeKAPDCTBEHH NPOAYKTH H APYrH (pOPMH Ha B3aHMOSEHCTBHE

Jlekapcreenust npoaykt JUCTPEIITA3A xe Tpadsa Aa ce H3NOA3Ba ¢ aHTHKOAryJJaHTH NopalH pHCK OT
IOKaNHO KbPBEHE.

4.6 DepTHIANTET, OPEMEHHOCT H KbpMeHe

bpeMEHHOCT
HUCTPEIITA3A He TpabBa 4a ce H3noispa no speMe Ha OPEMEHHOCT.

KbpMeEHe
HTUCTPEIITA3A He TpabBa Aa ce H3nOA3Ba NO BPEME Ha KbPMEHE.

4.7 Edexti BLpXY cnocofHOCTTA 32 m1odpHpane u paboTa ¢ MAIUHHH




JTUCTPEIITA3A He MoBnHABa MJIM MOBJIHABA NpeHeOPeKUMO CnoCOOHOCTTa 32 WwodupaHe U padoTa C
MAlLHHH.

4.8 Hexe/laHH JIEKAPCTBEHH PeaKIHH

Peaku (>1/10 000 no <1/1 000):
O0iuM HapyuwicHHS W e(PEKTH Ha MACTOTO HA NPUNOXEHUE: aneprHyHH ChCTOSHHA, XUNEPTEPMHA H

XEMOoparnyHa Auare3a, JIoKalHa boska v NoAyBdHC.

Crob1uaBane Ha NOoJ03HPAHH HEXeNdaHH PEAKLIMH

Crobiiasanero Ha MOAO3UPAHH HEXE/AaHH peakUud clel paspelilaBaHe 3a ynorpeda Ha NeKapcTBEHHS
MPOAYKT € BaXKHO. ToBa MO3BRONABAa Aa MPOABIKH HAONIOAEHHETO HAa CHOTHOLUEHHETO MOJI3a/PHUCK 34
neKapcTBeHHs NpoAyKT. OT MEQMLMHCKHTE CNELHANNWCTH C€ U3MCKBA a2 cbhoOlaBaT BCAKA NMOAO3HpaHa
HEXeNlaHa peaKLMa Ypes:

N3nbJHHTENHA areHUMA 110 fleKapcTaTa

yn. ,.JdamsaH ['pyes® Ne 8

1303 Codus

Ten.. +359 2 8903417

yebcalt: www.bda.bg

4.9 Ilpenosupane

He ca #3BeCTHH CHMIITOMH Ha NpeaO3npaHE.

5. @®APMAKOJIOTHYHH CBOHUCTBA
5.1 dapmMakoaAHHAMHYHH CBOHCTBA
dapmakoTepaneBTivHa rpyna: CtpenTokuHaza, koMOuHupasu nekapcrea, ATC koa: BO6AASS.

5.2 <PapMaKOKHHETHYHH CBoifcTBA

JTUCTPEITTA3A noa ¢opMara Ha CYNO3HWTOPHHM ChbAbPXKA ABE aKTHBHH BelUECTBA: CTPENTOKHHAza W
cTpenToaopHasa. CTpenToKUHa3ara € akTHBATOP HA NAa3MHHOIEH, NPOSH3UM, NPUCHCTBALL B HOBeLIKaTa
KpbB, KOWTO noj BAHAHKE Ha CTPENTOKHHA3a CE NPEBpPbLLUA B NIasMUH, AEMOHCTpHpaLLl CNOCOOHOCTTa Aa
pa3TBapsa KPbhBHHU CBHCHPELH.

CrpenToaopHa3a € eH3uM, NoKaspalll cnocoOHOCTTa 3a pasTBAPSAHE HA BUCKO3HA HYKIEONPOTEHHOBA Maca,
MBPTBH KIIETKH HUJIM FHOM, 6€3 Aa 3acsra :KHBUTE KNEeTKH U TEXHUTE QUIHONOTHYHH DYHKUMH.
JIMCTPEITTA3A noa ¢opMata Ha Cyno3MTOPHHM C€ H3NON3Ba CAMOCTOATEJIHO WIH KAaTO AONBJIHUTENICH
JEKAPCTBEH MNPOAYKT, YUATO AKTHBHOCT [MO3BOJABA MHOro no-Ro0bp JOCTBI Ha aHTHOHOTHLIH MM
XHMHOTEPANEBTHIIN 10 POKYCA HA Bb3NAJNCHHETO.

[TpoaykTsT HaManaBa CYOEKTUBHHTE ONNAaKBaHUA M 3HAMHTEJIHO ChKpalllaBa Kypca Ha JICUCHHE,

5.3 IlpeaxnAHHYHH AAHHH 32 (e30MACHOCT

eext Ha JUCTPEITTA3A.

6. DPAPMALEBTHYHHU JAHHH




6.1 Cnucbk Ha NOMOIHATE BellecTBA

[lapaduH, Teuen
Tebpaa mac

6.2 HechbBMECTHMOCTH

Henpunoxxumo

6.3 Cpox Ha rogaocr

3 roaAMHH

6.4 ChneuHaJJHH YCI0BHSA 32 ChbXpaHEHHE

Ha ce cbxpansaea B xnaauaHuk (2°C — 8°C). [la He ce 3ampassBa.

6.5 BHJ H chabLPXKAHHE HA ONIAKOBKATA

6 cyno3suTopuu — 1 GKMCTepHA ONAKOBKA, ChAbPIKALLA O CYNO3UTOPHH
10 cyno3suTopuy ~ 2 ONHCTEPHH ONAaKOBKH, BCAKA CHALPKAILA 5 CYMO3HTOPHH
PVC/PE GaucTepHa 0nakoBKa, IOCTaBEHa B KAPTOHEHA KYTHA.

He BcHuYKH BHAOBE ONaKOBKU MOraT aa ObAat MycHATH B npoaaxoda.

6.6 Chnennajng npeIna3HH MEPKH NPH H3XBLPJASHE H padoTa

Hels3non3saHUAT N€KapCTBEH MPOAYKT MK OTNAAbYHUTE MAaTepHaNnH OT HEro TpadBa Aa ¢€ W3XBBLPJIAT B
CBHOTBETCTBHE ¢ MECTHUTE U3UCKBAHUSI.

7. NMMPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA
Synthaverse S.A.

ul. Uniwersytecka 10, 20-029 Lublin
[Tonma

8. HOMEP(A) HA PAJPEIHIEHHUETO 3A YIIOTPEBA
PeructpaunoneH Ne: 20210262

9., IATA HA IIBPBO PA3ZPEHIABAHETIOJHOBABAHE HA PA3PEHIEHHETO 3A
YHOTPEBA

HMata Ha nbpBO paspeiuasane; 02 cenremepu 2021

10. JATA HA AKTYAJIU3ZHUPAHE HA TEKCTA

07/2024




