KPATKA XAPAKTEPUCTHKA HA INPOAYKTA




1. HUME HA JIEKAPCTBEHHUS ITPOAYKT
IMunokapnuu BrxbH 20 mg/ml kanku 3a o4u, pa3TBop

Pilocarpin Vision 20 mg/ml eye drops, solution

2. KAYECTBEH H KOJIHHECTBEH CbCTAB

1 ml pastBop chabpxka 20 mg nunokapn1Hos xuapoxsopua (pilocarpine hydrochloride}

[TOMOLLHM BeElleCTBA ¢ W3BECTHO aeiicTeue: OeHzankoHweB xnopua (benzalkonium chloride) 0,1
mg/ml

34 MbLIHAY CIUCHK HA MOMOLLHUTE BelllecTBa BUXKTE Touka 6.1.

3. JIEKAPCTBEHA ©®OPMA

W3NbAHATENHA ATEHLAR 110 NEKAPCTBATA
Kankuy 3a ouM, pasTsop. Koamxa Xapaxmepuomuxa 18 Npogyxme - [puscxenus 1
Buctbp pasTBOp, CBOOOAEH OT BHAHUMH HaCTHLM.

4, KJAHHWYHHU JAHHU

4.1. TepaneBTHYHH NOKA3AHUA

[TunokapnuH € JIEKapCcTBEHO BELUECTBO, KOETO CMaja KbM rpyrara Ha NiapacHMNaTHKOMHUMCTHLINTE.
Manon3sa ce kaTo NpaKo NEHCTBALl MHOTHK.

[TokazaH € rpu:

. XpoHuyHa rinaykomMa (OTKpUTObIbHA),

. OcTpa riaykoMa (3aKpUTOBIbIIHA) — CAMOCTOATENHO WM B KOMOMHALUMA ¢ Apyrd CpPeacTBa 3a
HaMallIBaHe Ha BLTPEOYHOTO HAMATAHE NPEAH XUPYPIrUiHO JIEHCHHE,

. Muo3a - 3a OTCTpaHABaHe €PEKTHTE HA LIMIKSTOTNErHIIM WITH MUAPHATHLH.

4.2. Jlo3npoBKa R HAYMHH Ha NPHJIOKEHHE

CaMo 3a JOKAHO OYMHO NPHIOXKEHHE.

Bb3pacTHU H KMUA B CTapyecKa Bb3PacT (HaJ 65 TOAUHK):

Xponuuna 2rayxoma (OMKpumos2biia).
| waM 2 Kank¥ OT pasTEOpa CE TMOCTABAT B 3aCETHATOTO OKO/OWM Ha BCeKW 6 Haca WIH KaKTO €
MpeAnycaHo OT JIEKap4.

Ocmpa 2aaykoma (3aKpumovebina).
Korato ce U3mno/3sa nMpeau ofiepaliis 3a OCTPH MPUCTBLITN Ha 3aKPUTOBIBJIHA [1ayKOMa:

] kanka OT pa3TBOpA CE€ MOCTassl B 3aCErHATOTO OKO/OYM HA BCEKH 5 MUHYTH J0 MOCTHrAaHE Ha MHO3a
WM CIIOpE]l YKa3aHHUsATa Ha JeKaps. ‘

3a omcmpansasane eghexma Ha MuOpuUAMUYYU U YUKAORIEUYU.
| Kanka OT pa3TBOpa C€ [IOCTAaBS B 3aCETHATOTO OKO/OYM HA BCEKH 5 MHUHYT
OTCTPAHH WU CTIOPE] YKAa3aHUATa Ha JieKaps.




[legpaTpHyHa nonynaums:

Bb3 OCHOBA Ha HUCKATA YECTOTA Ha ChOOILEHHSATA 3a HEXKENAHHW PeaKLiVM NpH Jela U Ha DOraTys OmMT
¢ ynoTpebarta Ha NUAOKAPIMH MPH JIEYEHUETO Ha IETCKA IIAyKOMa CE CUMTa, Y€ KOHUEHTpaunu 10 2%
MOTaT Aa ce W3rnon3saTt 6e30MacHo npu acua (Bx. Touka 5.1).

[Tpu neua nox 18-roguuiHa Bb3pacT TeHEHHETO TPAOBA [1a 3anouHe ¢ Hah-HUCKaTa Bb3MOXKHA 1032 U C
Hali-HHUCKAaTa HAJIMYHA KOHUEHTpauug. B 3aBUCUMOCT OT KJIMHHYHHUA OTFOBOP M TIOHOCUMOCT, 03aTa
MOXE Ja Oblie yBeNHUEHAa A0 MaKCHMATHATAa NpEeNOpPbYMTESNHA 1032 3a Bb3pacTHH. KOHUEHTpalua oT
40 mg/ml He e npenopbUUTENHA 3a jicta noj 18 roAnHY.

HauuH Ha DpHUIOKEHUE:!
[lpunara ce upe3 HakarBaHe B KOHIOHKTUBAJIHHUA CakK.

3a a ce MPEeANnas’sT AlUTMKATOP-KaNKoMepa U pa3TBopa OT 3aMbpcsiBaHe HE TpsAOBa fa ce AOKOCBAT
KienauuTe, 3a00MKangiiaTa ru MNOBbPXHOCT WK JApPYrH 30HM ¢ BbpXa Ha ariMKaTop-Kankomepa Ha
dtakoHa.

3a na ce mpeaoTBpaTy abcopOUpaHETO Ha JIEKApPCTBOTO MPeE3 HazanHaTa Myko3a, ocobeHo npu aelua,
Ha30J1aKpUMANHUAT KaHan TpsabBa fAa ce MNPUTUCHE C MpPBCTH CAEA OCTaBiHE Ha KalkWTe B
NpoAbL/DKEHMe Ha 2-3 mMuHyTW. ToBa MoXe Ja AOBEAC [0 HAMAIABAHE Ha CHCTEMHHTC HEXelanu
peaklUu U NOBUIIABAHE Ha JIOKAJIHATA AKTUBHOCT.

B cnyuaii, ye ce U3Mo3sa MOBeve OT €MH JIEKApCTBEH NPOAYKT 33 NPUIOKEHHE B OKOTO HHTEPBATHTE
MEXIY OT/EIHUTE NPHIOKEHHS He TpAbBa 1a 62T NO-KPATKH OT 5 MHHYTH.

4.3. I[IpoTHBONOKA3AHUA

. CBpBbX4YBCTBUTENIHOCT KbM MTHIOKAPITHH WK KBM HAKOE OT MTOMOILHHUTE BELICCTBA, NOCOYCHH
B Touka 6.1;

OcThp HpHT;

[IpeneH yBeHT,

Hsaxon dbopMH Ha BTOpHUHA I'IayKoMa,

MeKH KOHTAKTHHU JIELLH.

4.4. CrnenxnasHu NpeXyNPeRACHUS ¥ NPeANa3HB MEPKKE HpH ynoTpeda

Bb3MOKHOCTTA 32 CHCTEMHa abcopOiua Tpabpa Aa Biese B chobpakeHHe (Makap ¥ psako), 0C00EHO MpH
NEUEHHUETO Ha OCTPA 3AKPUTOBIBIIHA INIayKOMa, KbACTO CE MPUIaraT no-sUCOKH A03H MHIOKAapyvH.

To3uW nexkapcTBEH NPOAYKT TPAOBA Aa ¢€ W3NOJ3BA ¢ MOBUILEHO BHUMAHHUE TIPH NAlUEHTH C:
OpOHXHANIHA acTMa,

MenTU4HA A3Ba,;

0OCTPYKIMS Ha YPUHAPHHA TPAKT,

GonecT Ha [1apKUHCOH;

OCTpa CbhpACYHA HEAOCTATHUHOCT;

XHIIEPTOHHA.

UiclieIBAHETO HA OHHUTE /IbHA CE MPENOpPbYBa NPU BCUUKH MALIMCHTH MPEeAHW 3aN0YBaHE HA
IEUEHHETO ¢ NMUIOKAPIHH, Thil KaTo OTNIENBaHe HA PETHHATA € YCTAHOBEHO MpH yrnoTpebara Ha

peLOBEH MOHUTOPHHI Ha 3PUTEJIHUTE MOJIETa K RETPEOYHOTO HAJIANEHE.
MpoaykTsT TpAbBA Aa CE W3NON3Ba BHHMATENHO MPH Bb3MANECHHE Ha OUHTE, ThH
JHAYMTEJTHO YBEJIMYaBa CUCTEMHATa abcopOums nNpe3 KOHIOHKTHBATA. 32 12 OB




noc/eAHaTa, chbiHaTa Topbuuka (nakpUMasiHua cax) TpabBa aa ce NPUTUCHE NOHE 32 2-3 MUHYTH

clell NOCTABAHETO HA KalKUTE.

[Tunokapnud BkbH cbabpka OEH3ATKOHUEE XJIOPKI, KOHTO MOXE Ja NMPEAU3BHKA NPAa3HCHE HA OUHTE U €
M3BECTHO, Ye 00e3LBeTABA MEKUTE KOHTAKTHH Nelln. [a ce 3barea KOHTAKT ¢ MEKH KOHTaKTHH JIHIH.
[MarmenTuTe TpsaOBa Aa 6bAAT UHCTPYKTHPAHH Aa OTCTPAHABAT KOHTAKTHUTE JCLUM NPEAN NMPUIAraHeTO Ha
[Tunokapnud BIDKBH M 1a H34AKBAT Ha-Manko |5 MyAHYTH Npean MOBTOPHOTO UM NMOCTABAHE.

4.5. BiauMogeHcTBHE ¢ APYTH JJEKAPCTBEHH NMPOAYKTH H APYTrH (hopMH HA B3AHMO/IeHCTBHE

[Tpu cuctemua abcopbums, NMUIOKAPNUH MOXKE 1a NOTECHLUHUPA ehEKTUTE HA ANKOXOJIA U Ha
AHTUXOJIMHECTEPA3IHUTE NMPOAYKTH, KAKTO U Aa HAMAJIH €PEKTHTE Ha AHTUXOMMHEPrHYHHTE CPEACTRA.

EdhekTUTE Ha MWIOKApvH Morat aa 6bAaT MOTEHUHPaHH NIPH €AHOBPEMEHHHO MPHIOKEHHE C.

* AHTHUXO/TMHECTEPa3HN CPE/ICTRA,
. MAO-unxuburopu;

. (MeHOTHA3HUHMH,;

® AHTUXUCTAMHWHH,

. TpUUMKIUUHK aHTHAENTPECAHTH.

AnperepruinuTe GIOKEPH MOTAT j1a HAMAAT €(PEKTA HA MTHIOKAPIHH,

AKO cé€ U3MM0/i3Ba NOBeYE 0T eAHH o(GTaIMONOrH4EH MPOAYKT, NeKapcTBata TpAdBa Aa ce npunarat
Ipe3 UHTEPBAJl HE NO-MATBK OT 5 MHHYTH. MasuTe 3a 04K TpAOBa Aa CE NpHIaraT NoC/iIeAHH.

[leayaTpruHa nonynawus
[TpoyuBaHus Ha B3aUMOJEHCTBUATA Ca MPOBEKAAHH caMO NP Bb3PacTHH,

4.6. PepTHanTET, O pEMEHHOCT U KbpPMeHe

bpemeHHOCT

HaMa J0CTATBUHO JOKA3aTeNCTBA 3a 0E30MacHOCTTa Ha J1eKapcTBOTO MPpHU OpEeMEHHH skeHH, OUHO
NPUACHKEHHST IWIOKAapIUH Moxe Aa 6bae abcopbupan cuctemHo. [lopanu ToBa ChUIECTBYBA PUCK 32
HOBOPOJEHOTO OT MOAB2 HA CHMIITOMM, MMHTHpPALIH HEOHATAlleH MEHHWHTHT, KaTO! HECTIOKOHCTBHE,
KOHBY.ICUM, AMadope3a 4 Xunotepmua., Toszud MpoayKT TpadBa na ce H3MON3Ba MO BpeMe Ha
OpeMeHHOCT, CaMO0 KOraToO JIEKapAT € [IpeLeHI, Ye TOBA € HATIOXKHUTEHO.

KbpMeHe

He e 3BECTHO AATH TTHNOKAPIHUH WY METABOINTHTE MY CE€ €KCKPETUPAT B MaHYUHOTO MIIAKO. PUCKBT
14 KbpPMaUeTO HE MOXe [a Obae U3KIIKOUCH, Nopaln KOETO MPOAYKTHT MOXE J1a Ce ynotpebsBa camo
c/lefl TOUHA OLIEHKA Ha ChbOTHOLLEHWETO NOJ3a 3a MaNKaTa/MOTEHLHAJIEH PUCK 33 KbPMAUETO.

DepTUIHTET
Hsama a0¢TaTb4HO MHBOPMALIKA Iy TOBA JIEKapCTBO MOXE Aa MOBNUAE BbpXY GEepTHIIMTETA.

4.7, EdexTn Bupxy cnocobHocTTa 32 odupaHe d pabora ¢ MALIKHH

Munokapnud BuxbH Moxe 1a nosause cnocoGHOCTTA 3a 1odupane u paboTa ¢ MatiMHH. O619aHO
MHO3aTa NPEIN3BHKBA 3aTPy/JHEHHE B afanTalMaTa Ha ThMHO. [lauMeHTHTe TpsOBa na ce CbBETBAT 1A
6BbAAT BHUMATENHM, KOraTto wodHpaT Beyep M HoLLeM M NpH pabora ¢ MAaWKUHW B €120 OCBETEHH
ycnosus. [THIOKapNUH NPUUMHABA Napanu3a Miv CNasbM HA aKOMOJAUMATA H NALHGHIHTE Te-FpaQBa
Aa wodupat uny paboTAT ¢ MaLLMHH, JOKATO HMAT 3aMBITICHO 3pEHHME. ﬁﬁ‘f"wﬂ nU/,?F




4.8. HeXxe/JJaHH JIeKAPCTBCHH pPeaKIHH

HexxelaHWTe NEKapCTBEHW PpEAaKLWW, Ha0MI0JaBaHA B KIMHHYHU H3NWTBAHHA ca HM30pOEHH Mo
cucremo-oprannu wiacose (MedDRA). Hexenanure JeKapcTBEHM peakUMU € KIacHQUuMpaT no
4eCTOTa, KATO HaM-4ecTo CpEellaHHTe peakiudd ca u3bpoenn mnbpBH. ChOTBETHATA KAaTErOpHA
L4EeCTOTa" 3a BCAKA HeXKelnaHa JIeKapCTBeHa peaklMs ce OCHOBaBa Ha CneaHaTa KOHBEHUMA: MHOrO
yectH (>1/10); yectn (=1/100 go <1/10); sewectu (>1/1 000 no <1/100); peaxu (=1/10 000 no <1/1
000); muoro peaxu (<1/10 000); ¢ HeussecTHa HecToTa (OT HANMUHMTE JaHHH He MOXe Ja Obae
HarnpaBeHa OLIEHKA).

CucreMo-opranHa YecToTa Hexenann peakunn
KnacuPUKaUHA
HapyiueHus Ha OYHTE YectH Hamasniena 3puTenHa ocTpoTa rpu ciaba CBeTIHHA

(uecTo cpelaly Npy no-BL3pacTHH KHAWBUAHU H NIPH
NALMEHTH ¢ HENPO3PAUYHOCT Ha JIeIHTE), ChPOeXK,
ymopa (auckomdopt) U napeHe, YyBCTBUTC/THOCT Ha
KJIENAYHUTE U KOHIOHKTHRAJIHO-CH0BA KOHIECTHA,
NMOBBPXHOCTEH KEPATUT, LIMIHAPHU CIa3MH, 3aMBIUICHO

BHXKJAaHE, HHAYLHUpaHa MUOTHKA, TIpEXo/iHa MHONKA,
NPOMEHH B JIEILHTE NPK NPOABIDKUTENHA YNoTpeDa,
MOBUILLIEH 3€HH4ECH ONOK, KPbBOU3IMBH B
CTLKJIOBUAHOTO TANO, OTJIETIBAHE HAa pETHHATA
Penkmu Jlakpumauus
Hapyuennsa Ha HepeHata | HecTH I naBobonue u cynpaopburanHa 6onka (ocobeHo rpH
cucTeMa NoO-MAaJAH NMALMEHTH, KOUTO HACKOPO Ca 3aroyHaMH
TEeparuara).
Penku [loTeHe, MOBHUIEHO CIIOHOOTAESSHE, TPEMOD
ChpaedHH HapyLieHUA Peaxu [IpoMeHH B CHPACUYHHSA PUTHM
CbaOBH HapyLUEHHS Peaku [IpoMeHH B KPBBHOTO HAJIATaHE
PecnvpaTopHu, rppaHu U | Peaku bponxocnaszbM, HesoapobeH 0TOK
MEJUACTUHATHH
HapyLIeHUS]
CToMAaLLHO-4YpPEBHU Penku ["aneHe, MoBpbLUAHE, AHAPHS
HapyLIEHHS

CpobliaBaHe Ha NOAO3UPAHN HEXKENAHN PEaKLHH

ChobluaBateTo Ha OA03MPAHH HEXENIAHK PEAKLMH Clie/l paspelliaBaHe 3a ynoTrpeba Ha JiekapcTBEHHA
NpOAYKT € BaxkHo. TOBa NO3BONABA Aa NPOAb/DKH HAOMHOACHUETO Ha CHOTHOLUEHHETO noa3a/puck 3a
NekapcTBeHnA NpoaykT. OT METMLIMHCKHTE CNEUMATTMCTH €€ M3NUCKBA 113 ChOoOLLABaT BCAKA
[Mo/I03UpaHa HeXKeNnaHa peakiiia 4pes:

HM3nmbnHUTENHA areHUHA 10 JieKapcTBaTa

yi. ,,JlamaH ['pyes™ Ne 8

1303 Codus

Ten.: +35928903417

yeOcaitT: www.bda.bg

4.9, IIpeposupane
CHMIITOMHU

Cnen nOKaJHO NPUIOKEHHE MoraT ga ce HabsronaBaT CHMITOMM Ha CHCTEM i
YBEJIMHYEHO CIFOHOOTAENAHE U U3NOTABAHE, Ch/I3EHE, Ma/ICHE, MOBPLIIAHE B 1HapN]




Mepku

[TIpu npeao3upaHe OKOTO/OUUTE MOraT /1a ¢€ MPOMMAT C XJ1aaKa BOAA.

[Tpy cnyyaiiHO NorabLAaHe Ha MHUIOKApMUH TpadBa 1a c€ Mpear3BHKa NOBPBUIAHE WITH 1A CC HaNpaBH
NPOMHMBKA Ha cTOMaxa. [Ipn Bb3HMKBaHE Ha CHMIITOMM HA CHCTEMHA TOKCUYHOCT MOXE /1 C€ HaJIOKH
JIeyeHUE ¢ AHTHXONHHEPrUYHU CPEACTBA KATO ATPOITHH.

5. GAPMAKOJJIOI'NYHHU CBOUCTBA

5.1. PapmakoAHHAMHYHH CBOHCTBA

dapmaxo-repanesTuuda rpyna: OQTaiMONOrHYHH  NPOLYKTH. AHTUIIAYKOMHHM [pEMapath M
MHOTHLUHK. [JapacHMNaTHKOMHUMETHIIM.

ATC kon: SO1EBO!

[MunokapnuH € alKanoua OT PaCTUTENEH MPOU3XO0 U € IMPEKTHO AeHCTBalL XONMMHEPTHUCH aroHUCT.
Bb3geiicTBa rNaBHO BBLPXY UCHTPATHHTE M NEpUPEPHH MYyCKApHHOBH PELENTOPH, Pa3lioIOKEHH B
rjnajaKkaTa MycKyaaTypa, CbpACYHO-ChA0BATA CUCTEMA H €K30KPUHHHUTE AUIC3H.

TouHUAT MeXaHHM3bM, HPE3 KOWTO NMUIOKApPNHH HaMansea BBTPEOUYHOTO HANAraHe, HC € YCTAaHOBCH.
[Tpeanosnara ce, 4e AMPEKTHO CTHUMYJIMpa HaUTbKHAA MYCKYJl Ha LKIHAPDHOTO TANO, KOWUTO OT CBOA
CTpaHa Bb3JAEHCTBA BLPXY CKIEpaiHaTa Wnopa, pasnpaBanky TpabeKyl1apHOTO NPOCTPAHCTBO H MO
TO3W HAUWH YBEJINYaBa OTTOKA Ha BbTPEOHHA TEUHOCT.

Ot Apyra cTpaHa, NUNOKApNHH NOTHCKA 0OPa3yBaHETO HA BBLTPEOUHA TEHHOCT NPH MPOABIKHTETHO
npuaokeHue. [lopann cBOATAa AaKTUBHOCT CAPAMO MYCKApWHOBHTC PeEUCNTOpPH, pa3NoNOKEHH B
UMTHAPHUA MYCKYN W B cHUHKTEpa Ha HpHCa, MUANOKApMNHH BOAH A0 CBMBAHE HA 3CHHLATA H A0
CNa3bM Ha aKOMOJALMATa B pa3/IH4HA CTCTICH.

[TegpaTpuyHa MonynaLUms

Mma nuTepaTypHU JIaHHM 3a JIOKATTHO TIPUIIOKEHHE HA TMUIOKAPMHH B KOHLICHTPALUMHK 70 2% npu
NallMEHTH Ha BB3pacT | Mecel W no-ronemMu. Bunpeku ToBa, HHQOPMALMATA 32 U3NON3BaHATA 103a M
KOHLIEHTpaLU1a € orpaHuueHa. JlaHHuTe 3a 6€30NMacHOCT He Mpeanosarat 3Ha4HMM npobnemu,
cBBbP3aHU ¢ Ge30NacHOCTTa NPK Aela, HUTO 3HAYUTENHA pasnvka Mex1y NPOQUINTE Ha 6e3zonacHoOCT
Ha NHUAOKAPITHH NPY Jeua H Bh3PacTHMU.

5.2. PapMaAKOKHHETHYHH CBOHCTBA

HauanoTo Ha Muo3ara cjed TPHIOKEHHE Ha MWIOKAPIMHH B KOHIOHKTHUBAIHHWA CaK HacTblBa B
pamMkuTe Ha 10-30 MUHYTH, ¢ MaKCHMaJleH eeKT B paMKHTe Ha 30 MUHYTH. Mno3zara 0OOMKHOBEHO € ¢
npoab/kuTeNHocT or 4 no 8 uaca, paako go 20 vaca .HaMangBaHETO Ha BBTPEOHHOTO HANArAHC
HACTBIBA 33 OKOJIO 60 MMHYTH, KATO MAKCHMATHUAT €eKT ce AOCTUra B pAMKHTE Ha 75 MUHYTH, U B

3aBUCHMOCT OT M3MO3BAHATA KOHLUEHTPALIMA Ha [THIOKApPIKH, Npodbmkaea oT 4 10 14 4aca. Cnasem
HA AKOMOIALMATA ce HabII0aBa OKOIO |5 MUHYTH clle MPUNOKEHHETO U MPpoAbhKaBa 2-3 yaca.

5.3. [MpeaxauHUYHN JAHHHA 32 D€30MACHOCT

Hsama aonbIHATEIHA NPEAKIWHHYHK JaHHW H3BBH TE3H, BKJIFOUEHH B NPECIHUTE pa3/IC/Ik Ha KXII.

6. ®APMAIIEBTUUHUA JAHHHU

6.1. CnucebK HA NOMOINHHUTE BEIlecTBA

BenzankoHueB xnopun
XHUnpoMenosa




bopha kucenuHa

Hatpues uurpar

Hatpues xuapokcua w/unun X10poBOAOPOAHA KUCENWHE (3a KopeKius Ha pH)
Boaa 3a nHxekuuu

6.2, HeCBBMECTUMOCTH
MeKHTE KOHTAKTHH nely abcopbupat pa3TROPHMH BbB BOJa CHEAHHECHUSA KaTO IIMJI0KapnHH U

HErOBUTE COMM, KAKTO M KOHCEPBHPAILIOTO BELIECTBO BeH3ankoHueB xinopu. ClieqoBaTenHo He
TpabBa Aa ce HOCAT Mo BpeMe Ha npunaraHe Ha [InnokapnuH Brkbh.

6.3. Cpok Ha FrOAHOCT

Cpok Ha FOAHOCT: 3 (TpH) rOAHHU,
Cpok Ha rOAHOCT Cile MbPBO OTBapsHe Ha OyTuikata: 28 (aBaneceT ¥ 0ceM) KM,

6.4, CneuHanHu yCJIOBHA HA CbXPaHEHHE

[Tpu Temnepatypa noa 25 °C.

Ila ce cbXpaHAaBa B KAPTOHEHATa OlNaKOBKa.

ByTunkara aa ce ceXpaHaBa NN1bTHO 3aTBOPEHA.

Cnen nbpBo OTBapsAHe Ha OyTWIIKATa: Aa ce CbXpaHaBa npH TemrepaTtypa noa 25°C B opydrvHaiHarTa

OMaKOBKa.
ChabpxaHHeTO Ha OyTHAKATA a ce H3XBBPIIH 28 JIHH Clie]] OTBApSAHETO.

6.5. BHI 4 ¢bABLPKAHAE HA ONAKOBKATA

Bana OyTwika oT nosnetuneH ¢ Hucka mrbkTHOCT (LDPE) ¢ anaukarop-kankomep, 3aTBOpeHa €
KAaraykKa Ha BUHT ChC 3alUMTEH NPBCTEH.

| (exna) OyTunka ot 10 ml 3aeaHO ¢ INCTOBKA 34 NMalMEHTa C€ ONAKOBA B KAPTOHEHA KyTHA.
6.6. Crnenna/iHg npeIna3Hu MepKH NpH HIXBBPJIsHE H padoTa
Hama cneunanHy M3MCKBaHHUS.

Heu3non3BaHUAT IEKapCTBEH NPOAYKT WK OTMaAB4YHHTE MATEPHATH OT HETo TPAOBA fia Ce U3XBBPIIAT
B ChOTBETCTBUE ¢ MECTHUTE H3UCKBAHUA.

7. NPUTEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA
Antnbuotuk-Pazrpan Al

By, “Anpuncko BecTanue”, Ne 68, opuc 201

7200 Pasrpan, bbnrapus

8. HOMEP HA PA3ZPEINEHHUETO 3A YIIOTPEBA

Per. Ne 20190271




9. JATA HA ITbPBO PA3PEHIABAHE/TIONHOBSIBAHE HA PA3SPEIIEHHUETO 3A
YIIOTPEBA

JlaTta Ha mepBO paspemaBane: 21.11.2019
JlaTa Ha NMOCNIeIHO NOJIHOBSABAHE:

10. IATA HA AKTYAIM3UPAHE HA TEKCTA
HOumn, 2024 r.




