KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM PASPEHIEHME 3A THbPI'OBUA Ne 0022-3075

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIWHCKUA ITIPOAYKT
Stromease 25 mg/ml kanku 3a 04H, pa3TBOp 3a Ky4eTa U KOTKU

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcexu ml cpabppixka:

AKTHBHA cyOcTaHIMSA:

Acetylcysteine 25,00 mg
ExcuunuenrTu:

Bben3ankonues xnopujg 0,10 mg
JutnorpenTon 4,00 mg
Junatpues exerar 0,50 mg

3a IBJIHUS CIIUCHK HA SKCIIMITUEHTHUTE, BIK T. 6.1.
3. OAPMAIEBTUYHA ®OPMA

Kankwu 3a oun, pa3tBop.
buctsp Oe3uBeTeH pa3TBOp.

4. KJIMHUYHU JAHHU

4.1 Bunose :xnBOTHH, 32 KOMTO e NpegHasHaYeH BMII

Kyuera u xotku.

4.2 TepaneBTUYHH MOKA3aHMSL, ONIPeAeIE€HH 32 OTIEJHUTE BUTOBE ;KUBOTHHU
[Mopawsprkalio eueHue Npu S3BU Ha POroBUIIATA.

4.3 [MpoTuBonoOKazaHus

I[a HC CC U3M0JI3BA MTPU CBPBXUYYBCTBUTCIIHOCT KbM aKTUBHATA CY6CTaHLII/I$I WA KbM HSKOH OT
CKCIHUIIUCHTUTC.

4.4 Crnenna/iHu NpeANasHu MEePKH 32 BCeKH BH/I ’KUBOTHH, 32 KOMTO e npegHasHadven BMII
Hsama.
4.5 Crnenmna/iHu NpeANasHH MePKH NIPH ynoTpeda

CrennaiHy npenna3Hu MEPKHY 3a )KHBOTHUTE NP YIOTpebaTa Ha NPOAYKTa

o Bpeme Ha TepanusaTa TpsiOBa J1a ce MpaBH MpeErJie Ha OYNUTe Ha YECTH HHTEPBAIH.

3a mpaBUIIHOTO JIEYCHUE Ha 53Ba Ha POrOBHIIATa, OCHOBHATA MPUYHMHA H/WJIH YCIOKHSIBAIINTE
¢akTopu TpsAOBa na ObaaT UACHTU(OUINPAHH U IPABUIIHO JICKYBaHH.

CrenvaaHy Ipeina3Hy MEPKHU 3a JINIATa, MPHUJIATallid BEeTCPUHAPHOMETUIIMHCKUSA MPOAYKT Ha
KHUBOTHHUTE
Wzmuiite phIieTe cu ciien ynorpeoa.

4.6 Heo0saronpusiTHH peakiium (4ecTOTa M Ba’KHOCT)
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Kakro mpu Bcekn pa3TBOp Ha KallK{ 3a OYM MOTaT Ja Ce MOSIBST JeKH U KPaTKOTPaliHU peakiuy Ha
IUCKOM(OPT MpH NPUIIOKEHUE.

4.7 Ynorpeba nmo Bpeme Ha OPEMEHHOCT, JAKTALUS UJIH iilleHOCEHe

Hpoy‘IBaHI/IHTa IIpU IMIIBXOBC U 33171111/1 HC ITOKa3BaT HUKAKBH J0KAa3aTCJICTBA 34 TOKCUYHOCT 3a
MalikaTa. be3omacHocTra Ha BCTCPUHAPHOMCIAULIMHCKHUSA NPOAYKT HE € JOKA3aHA IO BpEME Ha
6peMeHHOCT U JIaKTalud IpUu KydeTa NN KOTKH. HpI/mara CC CaMO Clic MPCICHKA HOJ'IBa/pI/ICK oT
OTTrOBOpHHA BETCPUHAPCH JICKAP.

4.8 B3anmopeiicTBHe ¢ IPYIrd BeTepHHAPHOMEeIMIIMHCKHU MPOAYKTH U APYru ¢popmMu Ha
B3aMMO/IelicTBHE

He ca n3BectHu.
4.9 Jl03a 1 HAYMH HA IPWJIOKEHHe

O4HO npuUIOKEHHE.
[IponykTsT TpsiOBa Aa ce mpuiIara B 3aCErHATOTO OKO (OYHM) B 71032 OT 2 KankH, 3 10 4 bTH JHEBHO.

WHcTpyKIny 3a oTBapsiHE Ha KOHTEHHEpa U 3aKpenBaHe Ha alIMKaTopa 3a KalKoMep:

e  lI3muiiTe BHUMATEIHO PBLETE CH, 3a a U30erHeTe MUKPOOHOIOTMYHO 3aMbpCSIBaHE Ha
ChIbP)KaHHETO BBB (IIaKoHa.

e  OrtBopere MeTajHaTa Karnayka v 5 M3IbpHaiTe JOKpai Mo MPeABAPUTEIHO U3PSI3aHUTE TUHHH.
Cren ToBa oTCTpaHeTe OCTaHaIaTa 4yacT OT METAHOTO yIUTbTHEHUE (CHUMKa 1).

e  OrcrpaHere opaHXeBaTa 3ammyllanka (CHUMKa 2) 0T (1aKkoHa.

e  He nokocBaiitTe 0TBOpa Ha (hJ1aKOHA CIe OTCTpaHSIBAHE HA 3aIlylIaKaTa.

e  Bsemere kankomepa ¢ Majkarta Os1a BUHTOBA Kallayka OTrope OT calieTo, 0e3 1a JOKOCBaTe
Kpasi, IpeAHa3HaueH 3a 3aKpenBane KbM (h1akoHa, IpUKpenere ro (CHUMKa 3) KbM (pJIaKoHA U HE
ro MaxanTe MOBEYe.

e [IponoykThT Beue € roToB 3a ynorpeda (CHUMKa 4).

HucTtpykiuu 3a ynorpebda:

Otctpanere MaikaTa Osijla BAHTOBA Karauka, 3a Ja MPUIOKHTE MpoAykTa. J[pmKTe riiaBata Ha
KydeTaTa/KOTKUTE CTAOMITHO B JICKO M3MPABEHO MojoxeHue. JIphkTe KOHTEHEepa B 3MPABEHO
noJokeHue, 6e3 a JokocBate okoTo. Ompere phKaTa/MaJKHs CH MPBCT BHPXY YEIOTO Ha
Ky4eTOo/KOTKAaTa, 3a Jia MOJUIhPKATE PA3CTOSHUE MEXKAYy KOHTEHHEpa U OKOTO. BHUMATETHO
M3bpIaiTe Kiiernaya Ha 3aCerHaTOTO OKO HAJ0JTy, TOBA Iiie 00pa3yBa Masika TOpOMYKa Ha Kiernaya.
BHUMATENHO CTHCHETE KalmkoMepa, 3a Jia HaKameTe JBe Karki B TopOMYKaTa Ha Kiiernaya, KosTo ¢
o0pa3zyBaHa.

BuumagaiiTe a He TOKOCHETE BbpXa Ha KalkoMepa CJIe/l OTBapsHE Ha KOHTEHHEpa U J1a CMCHHUTE
Osimata kamauka cieq yrnotpeoda. [ToctaBeTe KoHTeliHEpa 00paTHO B KAPTOHEHATA KYTHS B U3MIPABEHO
MOJIOKEHUE U ChXPaHsIBAKWTE Jajied OT MOrjieia ¥ Ha HEAOCTHITHM 32 JIella MecTa JI0 CIEABAIIOTO
MPUIOKEHUE HA MPOAYKTA.

Jleuenuero TpSI6Ba Aa MpoABbJIZKH B CbOTBCTCTBUC C MHANUBUAYAJIHUTC UHCTPYKIIUU, NaICHU OT
BCTCpHUHAPHUS JICKAP.
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Korato 5euennero ce KoMOMHUpA C APYTH OYHU MPOAYKTH, TPAOBa Jja Ma HHTEpBaJ OT mmoHe 5 10 10
MUHYTH MEXKIY NPHIOKEHUATA. AKO JIEYEHHETO ce KOMOMHHpPA ¢ HEBOJHHM MACJICHH MIPOIYKTHU 32 OUH,
MIPHJIOKETE IBbPBO KAMKUTE 33 OUYM, ChABPKAIIN alleTUIIIICTENH.

4.10 IIpeno3upane (CHMITOMM, CIELIHH MEPKHU, AHTUIOTH), AKO € He00X0IUMO
He e n3BectHo.

4.11 KapeHnTen cpok

He e npunoxumo.

5. GOAPMAKOJOTNYHU OCOBEHOCTH

dapmakoTepaneBTrHyHa rpyna: Jpyru odpTaIMOIOTHYHN NPOAYKTH, alleTUILHCTENH.
Berepunapromeauunacku Anatomo-TepanestiudeH Kox: QS01XA08

5.1 GapMaKoOIMHAMUYHH CBOICTBA

AUeTHIIHUCTENHBT € MyKOIUTHYHA U TPOTEOIUTHYHA CyOcTaHIMA. N-alleTHIIIUCTEHHBT €
MPOU3BOJICH HAa aMUHOKMCEIHHATA |-IICTeNH M MHXHOMpa HeoOpaTHMO KoJlareHa3aTa 4pe3
HaMalsiBaHe Ha JUCYA(UAHUTE BPB3KU U XeNaTHpaHe Ha KalIUus U HUHKA. Toi CchIo Taka HHXUOUpa
MPOHU3BOACTBOTO Ha MaTpuyHa Merajionporennasza-9 (MMP-9) ot enuTenHHUTE KIETKH Ha POroBHLIATA.
Bwnpexn ue MMPs urpast pons B IbpBOHAYAIHOTO 3apacTBaHe Ha paHaTa Ha pOTOBHUIIATA,
peryiaupaHeTo UM € HeoOXOAUMO, 3a 1a Ce MPEeN0oTBPaTH yBPEeXAaHe Ha POroBULIATA U J1a CE TO3BOJIH
3a3ApaBABaHETO H.

ExcuunueHTsT nekcTpaH ocurypsisa 1oopa Anys3us U NIPOABIKUTEIHO BpeMe 3a KOHTAKT Ha
AKTUBHHUTE CyOCTaHIIUH.

5.2 ®apMaKOKHHETHYHH 0CO0EHOCTH

EZ[HO H3CJICABAHC TTOKAa3Ba, Y€ CJIC NpujiaraHe Ha paaAuoMapKupaH HUCTCHUH, allCTUIIHUCTCUHBT
Z[I/I(l)y'BI/Ipa Ha HUBOTO Ha poroBunaTta U BbTpeoUHaTa TCHHOCT, KOCTO BOJAU OO BHTPCOYHA IICHCTPpALlUA.

6. DPAPMALEBTUYHU JAHHU
6.1 Crnuchbk Ha eKCIUNEHTHTE
JluHaTpueB exeraT

BenzankoHues xmopun

Jutnorpenton

Hexctpan 70

HatpueB nuxuapored gocdar auxuapat
Hunatpues gocdar

Hatpues xunpokcun (3a perynupane va pH)
[Ipeuncrena Bo3a

6.2 OCHOBHM HECHBMECTHMOCTH
He e npunoxumo.
6.3 Cpoxk Ha roaHocT

CpOK Ha rogHoCT Ha Kpaf’lHHH BCTCPUHAPHOMCAUIIMHCKA IPOAYKT: 3 TOOWHH.
CpOK Ha rOAHOCT CJICA IIbPBO OTBAPAHC HA ITbPBUYHATA OITAKOBKA: 7 JHH.

6.4. CroenuanaHu ycJI0BHA 32 CbXpaHeHHe HA MPOAYKTA
To3u BeTeprHAPHOMEAMLIMHCKH MTPOAYKT HE H3UCKBA HUKAKBH CIICIIMATHU YCIOBHSA 33 ChbXpaHECHHE.
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6.5 Bua u cbeTaB HAa MBPBHYHATA ONTAKOBKA

Kexnmnbapen croiien ¢uakon tam I, ceapprkams 5 ml, ¢ GpomMoOyTuioBa 3amymanka Tam [ u
OTYYIBAILA CE ATyMHUHHEBA Kalayuka.

Bsan PVC kankomep c 0si1ta HDPE kanauka.

Bceku ¢uakoH e onakoBaH B KAPTOHEHA KYTHSL.

6.6 CnenuajaHn MEPKH 3a YHUIIOKABAHE HA HEU3IOJA3BAH IPOAYKT HJIX OCTATHIU OT HET'0

Bceku HensnomsBax BCTCPUHAPHOMCAUIIMHCKHA MMPOAYKT NI OCTAThLH OT HEI'O TpSI6Ba Ja 6’I>I[aT
YHUIIOXKXCHU B CHbOTBCTCTBUC C U3UCKBAHUATA HA MECTHOTO 3aKOHOJATCICTBO.

7. MNPUTEXATEJI HA PASPEHIEHUETO 3A THhPI'OBUS

DOMES PHARMA

3 Rue André Citroén

63430 Pont-du-Chateau

FRANCE

8. HOMEP HA PASPEHIEHUETO 3A ThPI'OBUS

Ne 0022-3075

9. JATA HA I'bPBOTO U3JJABAHE HA PASPEHIEHUETO 3A ThPIOBUS
Jlata Ha TBPBOTO M3AaBaHe Ha pa3perieHnero 3a Teprosus: 02/08/2021

10. JATA HA TIOCJIEAHATA PEJAKIIUA HA TEKCTA

07/2021

JA-P BAJIEHTUH ATAHACOB
3AMECTHHUK U3IIBJIHUTEJIEH JUPEKTOP
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