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OMNADREN" solution for injection

[Ipouerere BHHMATEHO UAJIATA JIHCTOBKA, NPE/IH 1A 3aNI0YHETE /1a H3M0J13BaTe TOBA JIEKAPCTBO, Thil

KATO TH CbAbpPKA Ba’kHa 3a Bac nndopmanus.

- 3ana3serte Ta3M JUCTOBKAaTa. MOXKe /1a C€ HAJIOXKHM J1a A NMPOUYETETE OTHOBO.

- AKO uMare HSIKaKBH JAOIbJIHUTEIHH BbIIPOCH, NonuTaiTe Bawus nekap wiu apmauesr.

- Tosa nekapcTBO € npeanucaHo Ju4Ho Ha Bac. He ro npeorcrensaiiTe Ha Apyru xopa. I'o Moxke fa
MM HaBpe/IH, HE3aBUCUMO Y€ MPU3HALMTE HA TAXHOTO 3a00/1sBaHe ca chluTe Kato Bawmure.

- AKO NoJIy4uTe HAKAKBH HEXKEeJIaHH JIEKapCTBEHH peaklMH, yBeaoMeTe Bawus nekap win papMaLeBT.
ToBa BK/110YBA U BCHYKH Bb3MOXKHH HEIKEJIAHW peakLMH, HEOMUCAHU B Ta3Mu JUCTOBKA. BHxkTe TOUKa 4.

KakBo ¢cbabpxa Ta3H JIHCTOBKA:!

KakBo npeacrasnsBa OMHa/IpeH M 3a KaKBO C€ U3I10J13Ba
KakBo TpsOBa na 3Haere, npeau aa usnonspare OMHa peH
Kak na u3nonsare OmMHaapeH

Bb3MOXKHH HEKEJTaHHU pPeaKLiuH

Kak na cbxpanssare OmHaapeH

CbabpiKaHHE Ha ONAKOBKATa W JOMbJIHHUTE/IHA HH(OpMaLIHA

SN D B W —

1. KakBo npeacraBiasiBa OMHapeH H 3a KAKBO Ce H3M0/13BA

OMHaApEH ¢e M3M0J13Ba MPH Bb3PACTHH MbXKE KATO 3aMECTUTEJIHA TEPArus C TECTOCTEPOH 3a JICYEHHE Ha
Pa3JIMYHK 3/1paBOCJIOBHHU NMPOOJIeMH, MPUYUHEHH OT JIMIICATA HA TECTOCTEPOH (XHUITOrOHAIH3BM NPH MbKE).
ToBa TpsaGBa a ce NOTBBLPAM OT JIBE OTAE/HH U3MEPBAHHUS HA TECTOCTEPOH B KPbBTA, KAKTO U OT HAJIMYHETO
Ha KJIMHUYHHU CUMIITOMH KaTo:

- WMIOTEHTHOCT:

- 0e3nnojame:

- ¢J1a00 CeKCYaJIHO KeJlaHMeE:

- YMOPSEMOCT:

- JIENPEeCUBHO HACTPOEHHE:

- 3ary0ba Ha KOCTHa Maca, NpUYHHEHA OT HUCKH XOPMOHAJIHK HHUBA.

OMHaIpeH € CMeC OT TECTOCTEPOHOBH €CTEPH — MPONHOHAT, PEHUITIPONHOHAT, U30KANpPOaT U JIEKaHOAaT.

TecTocTepoH € ecTeCTBEH aHAPOreHeH XOpMOH. | 0H HWrpae rjiaBHa posis 3a CTHMYJIMPAHETO H NMOIbPIKAHETO
Ha noJsioBara PyHKUMS MPH MBIKETE.

CmecTa OT TeCTOCTEPOHOBH ecTepd B OMHAAPEH € CBbp3aHa C pa3/IMuHK BpemeHa Ha abcopOums M
eJIMMUHHUPAHE, KOETO OCUTYPSBA NMPOABIIKHUTETHOTO JEHCTBHE HA JIEKapCTBOTO. /IeHCTBHETO HA TECTOCTEPOH
3ar04Ba Be/lHAra cjiel HHKEKTHPAHETO U HaMaJisiBa Cjie/l OKOJIO TPH CEJAMHLIH.

OMHa/IpeH ce U3M0J13Ba 3a /1a 3aMECTH TECTOCTEPOHA B TAJIOTO INPH JICYEHHE HA Pa3IHYHH CEKCYaJIHH

NpoOJIEMH NPH MbIKE KaTo:

- XHUNOrOHa/1aJIHK HAPYIIEHHUS MPH MbXKE — MOCTKACTPALIHOHEH CHHAPOM, €BHYXOH/IH3bM,

XUIOMUTYHTAPHU3bM (HEeaOCTaTb4yHA (PYHKLMS Ha XUnodu3ara), €HJI0KPHHHA €PEKTHIHA AHCHYHKLMS;

- KJIMMAKTEPUYHH CUMIITOMHM NPH MbXKE (HAIp. HAMaJIEHO JIHOH/10):

- onpejiesieHy TuIoBe 0e3ruIoMe, Npean3BUKAHO OT HEOCTHT Ha TECTOCTEPOH, KOHTO BO/IH 10
HapylleHa criepmaroreHesa:

- NpoUJIAKTHKA M JICUEHHE HA OCTEOINOPO3a MNPH MbIKE C XHITOIOHAAU3BM,




2. KakBo TpsaOBa aa 3HaeTe, npean Aa uinosassare OmMHaapeH

He n3noasBaiite OmMHaapen

- AKO CT€ AJICPrudyHHU KbM TECTOCTEPOH HJIIH KbM HAKOA OT OCTAHAJIMTC CbCTABKH Ha TOBA JICKAPCTBO

(M30poeHH B TOUKa 6);
- AKO UMaTe KapLHHOM Ha rbp/Jara;
- Ilpm noka3zaH wiv NoAO3UpaH KapLIMUHOM Ha IpocTaTara, 4yBCTBHTE/IEH KbM aH/IPOT€HH.

AKO cTpajarte OT TEKKO CbpJA€4YHO, YEPHOAPOOHO WK OBOpeuHO 3adossiBaHe, JleueHHEeTo ¢ OMHAJAPEH MOKE
1a NMPHYUHH TEKKH YCJIOKHEHHS N0 (popMaTa Ha 3a/1bp:KaHe Ha BOJa B OpraHyu3Ma, NOHAKOra npuapyKeHo
OT (3aCTOMHA) CbpAECYHA HEAOCTATBYHOCT.

Jlekapsat Bu TpsaOBa ja npaBu cieHUTE KPbBHH U3CJIEABAHHSA MPE/H H 110 BPEME Ha JIEYEHHUETO: U3CJie/IBaHe
Ha HUBO Ha TECTOCTEPOH, MbJIHA KPbBHA KApPTHUHA.

Kaxkere Ha Baiuus ekap, ako UMaTe BUCOKO KPbBHO HAJIATaHE WJIM aKO CTE Ha JICYEHHE 32 BUCOKO KPbBHO
HajsraHe, Tbii KaTo TECTOCTEPOHBT MOKE J1a MPHUYUHH MOBHILIEHHE HA KPBBHOTO HaJIAraHe.

[Ipeaynpexaennss H npeANnasHH MEPKH

['oBopeTe ¢ Baiiusa nekap wiam ¢papmauest, npeam aa uinoassare OMHaApeH:

- 1lpn npoaABJIKMTENHO JIEYEHHE C BUCOKH J103H;

- AKO CT€ NalMeHT B CTapuecKa Bb3pacT - H3MCKBA CE JIOMbJIHUTEIHO HA0JII01€HHUE;

- AKO MMare CbpAeYHO, YEPHOAPOOHO WK OBbOpeUHO 3abonsaBaHe:

- AKO UMare 3aKbCHSJ NyoepreT (KocTHaTa Bb3pacT TpsaOBa J1a ce onpejens Ha BCEKHU 6 Mecena):
- AKO MMaTe XenarTur,

- AKO MMaTe KapLMHOM Ha rbpjaTa Wid npocrarara:

- AKO umare npo0JieMH ¢ KPbBOCBCHPBAHETO:

o TpomOo(duIUg (aHOMaIMs B KPbBOCHCHUPBAHETO, KOSATO MOBHILABA PUCKA OT TPOMOO3a -
KPbBHH CbCUPELIM B KPbBOHOCHHUTE CH0OBE):

O (aKTOpH, KOUTO YBEIHYABAT PUCKA OT 0Opa3yBaHe HA KPbBHU CbCUPELIH BbB BEHA: MPEJAXO/1HH
KpbBHH CbCHUPELIM BbB BE€HA: TIOTIOHOMYLIECHE; 3aT/'bCTABAHE; paK; 00e3/1BHKBaHE: aKO HAKOH Bauu
0JIM3bK POJIHHHA € UMaJl KPbBEH ChCHPEK B Kpaka, Oesiust 1po0 WM Ipyr opraH B mjlazla Bb3pacT
(Hanp. noa 50 roAMHKM); ¢ HaNpe/1IBaHE Ha Bb3PacTTa.

Kak na paznosHaem KpbBEH CbCUpeEK: 00JI€3HEHO MO/1YBAHE HA €/IMHUSI KPAK MM psi3Ka MPOMSHA B LIBETA Ha
KOJKaTa, Harnp. nobJsie/IHgBaHe, MOYEepBEHABAHE WIIKM NOCHHABAHE, BHE3AMNEH 3a/1yX, BHe3anHa HeoOscHUMa
KalLJIMLA, TPH KOSTO MOJKE /1a OTKALLIATE KPbB, WM BHE3anHa 00Jika B 'bpAMTE. CUJIHA 3aMassHOCT WK
CBETOBBPTEK, CHJIHA 00JIKa B CTOMaxa, BHe3arHa 3aryda Ha 3peHue. AKO UMaTe HAKOU OT T€3H CUMNTOMH

He3abaBHO NnoTupeceTe MCAHLUHHCKA INMOMOLLL.

Anaporenure (karo OMHaApeH) MOraT Ja CTUMYJIMpAT pacTe)ka Ha TYMOP Ha fpocrarara v /a yBeJiyar
pa3MepuTe Ha npocTaTHarta xJesa (J1o0pokayecTBeHa npocraTHa xuneprpodus). llpeaun na Bu ce npunoxu
OmHaapen BawusT nekap we Bu nperneaa 3a j1a M3K/04M HaJIHYKME HA TyMOp Ha npocrararta. [1o Bpeme Ha
neyeHdeTo Bawmsart nekap we Bu npernexaa peryispHo.

AKO cTe CHHOPTHCT, U3ITOJIZBAHCTO HA Owm HAJ1PCH MOZKEC 1a J10BC/IC /10 NOJIOKHTCJICH JOIHHI TCCT.

JlekaperBeHa 3;10ynorpeda H 3aBHCHMOCT

BuHaru npuemaiite ToBa JIeKapCcTBO TOYHO KakBO Bu e ka3zan Bawuar nekap uiun papmauesr.
3noynorpedara ¢ TECTOCTEPOH, OCOOEHO aKO NMpUeMaTe TBbPAE roJsIMO KOJIHYECTBO OT TOBA JIEKApCTBO
CaMOCTOSATEIHO WJIH 3a€/1HO C JAPYrd aHaOOJIHH aHAPOr€HHH CTEPOU/IH, MOKE /1d IPHYUHH CEPHO3HH
npo0JieMH CbC 3/paBeTo Ha BalieTo cbpue U KPbBOHOCHH Ch/1I0BE (KOUTO MOFaT [1a /10BeAAT /10 CMBPT),
MCMXHUKA W/ WK yepeH apo0.

Xopa, KOUTO ca 3710ynoTpedsBajiM ¢ TECTOCTEPOH, MOraT /1a CTAaHAT 3aBUCHMMH H J1a 110J1y4aT CUMIITOMH Ha
OTTErJISHE, KOraTo 103aTa ce MPOMEHHU 3HAYUTEJIHO WJIK TPHEMBT Ce MpeKpaTH BHe3anHo. He tpsadOBa na
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3710ynoTpedsiBaTe ¢ TOBA JIGKAPCTBO CAMOCTOSTEIHO HJIM 3a€HO C IPYryd aHaDOJIHK aHAPOreHHH CTEPOH/IH,
3al10TO TOBA MPEJICTaBJIsABA CEPHO3EH PUCK 3a 3apaBeTo. (Buxkre T. 4 . .Bb3MOKHH HEXkKETAHH PEAKLIMH ™)

JApyru aekapersa 1 OmHajapen
Tpadsa na kaxxere Ha Bawusg nekap wim papmaneBT, ako U3I0J3BaTe, HACKOPO CTE U3MOJI3BAJIH HIIH €
BB3MOKHO J1a U3I0J13BaTe IPYrH JIEKapCTBA, BKJIKOYHUTEIHO M TAKUBA, OTITYCKaHHW 0e3 peuenrTa.

Undopmupaiite Bawus nekap, ako npyueMarte HAKOE OT CJIEIHUTE JIEKapCTBa:

® [IEpOpaIHA AHTHKOAryJlaHTH, MOXKe /1a ca HEOOXOAHMH JONbJIHHTE/IHH KPbBHH H3CJI€/IBAHHS.

® HHCYJIMH WM JPYrH JIEKapcTBa, U3MOJI3BAHM 3a JleueHue Ha aualder. Moxke aa ce Hanoxu
KOpUIrHpaHe Ha J103aTa Ha JIeKapcTBOTO, MOHWKaBalllo KpbBHaTa 3axap. [logoOHo Ha apyru
aH/IPOr€HH, TECTOCTEPOHBLT MO3Ke /1a 3acHiK epekta Ha uHCyJInHa. [lpuembT Ha SGLT-2
HHXHOUTOPH (KaTO emMnarjugio3uH, Aanaraudao3MH UM KaHarJiMguio31MH) 3a€/IHO C TECTOCTEPOH
MOJKE J1a YBEJIMYM Oposi Ha YEpBEHUTE KPbBHU KJIETKH B KpbBTa. MOXKeE /1a ce HaJl0kH Bawmsar nekap
aa npociieasasa KpbBHUTE BH nokasaresnu rno-peioBHo.

®  HSAKOM JIEKAPCTBEHH MPOAYKTH, CTUMYJIMPALLH YEPHOAPOOHHUTE €H3UMH — PU(PAMITHLIHH,
OapOuTypaTH, kapOamazenuH, caluuuiaTH, (PEHUTOMH, MPUMHUIOH, MOraT /1a OTC1adAT NEHCTBHETO
HAa TECTOCTEPOH.

bpeMenHoCT, KbpMeHe H PePTHIAHTET
AKO cTe OpeMeHHa WJIM KbPMHUTE, CMATATE, Y€ MOKE J1a cTe OpeMEHHA WIIH IUIaHUpaTe OpeMEHHOCT,
nochbBeTBamnTe ce ¢ Bawms nekap wiau papmaueBt npeau ynorpedara Ha TOBa JIEKapCTBO.

depTUaurer
[TpHi0KEHUETO HA TECTOCTEPOH MPH MbiKE, OCOOEHO B rOJIEMH J03H, MOKE /1a I0BE/IE /10 HAPYLLIEHHS BbB
deprrnnreTa, 0cO0EHO HamaJieH OpOH Ha cnepMaTo30M/IM B €sKYJlaTa.

bpeMeHHOCT
He u3non3zpaiite OMHaapeH, ako cTe OpeMEeHHA MK MUCIIMTE, Y€ CTe OpeMEHHa.

KbpmeHe
KbpmeHnero TpsadBa na Obe npekpaTeHo A0KaTo ce npueMa OMHa/IpeH.

OMHaJApeH ¢bAbpPAKA PbCTHUYCHO MACJIO0

OMHapeH CbabpKa PbCTHLYEHO MACI0. AKO CTE aJIPrH4HU KbM (PBCTbLH HIIH COs, HE U3M0JI3BAHTE TO3H
JIEKApCTBEH MPOAYKT.

OMHuajipeH ¢cbABbpxKa OEH3IHI0B AJIKOXO0J1

ToBa nekapcTBo ¢babpika S0 mg OEH3UN0B aJIKOX0J1 BbB BCAKa aMIlyJia, KOUTO ¢a €KBUBAJIEHTHH Ha 5()

mg/ml. Moxe 1a NpUYKMHM aepPruyHU PeakLHH,
Jla He ce 1aBa Ha HEJIOHOCEHHM JiIella U HOBOPOAEHHU. MoJKe J1a npe/i3BMKa TOKCHYHA WK ajlepriiHa peaxkuus

npu 6edeTa M Jieua Ha Bb3pacT 10 3 rOAMHH.

llodpupane u pabora ¢ MALLIHHH
JlekapCTBEHHAT NPOAYKT HE BIMSE HA NCUXOMOTOPHUTE pPeakLHH, cnocoOdHOCTTa 3a WwodupaHe U padora ¢

MallMHH.
3. Kak na m3nonssare Omuajapen

BuHaru u3nonssaire ToBa JIEKAPCTBO TOYHO KaKTO BU € Kazan Bawusar nekap. AKO HE CT€ CUI'YPHH B HELLLO,
nonuranTe Bawus nekap wiu papmauenr.

UHKEKLMUTE Ce NOCTABAT HHTPAMYCKYJIHO.
Mnxkekuuure TpsaOBa aa ce npaBsaT AbJ0OOKO B I/IyTEaJHHA MYCKYJI.
Jlo3upoBKkara ce onpeaesisi MHAMBHYaHO, B 3aBUCUMOCT OT HHHUKALMUTE W OTrOBOpa Ha MnarueHra.



Bb3pacTHH
O6ukHOBeHO | amnysia OMHapeH ce MOCTaBs HHTPAMYCKYJIHO HA 3 CEAMHLIM.

[laieHTH B cTapye€cKa Bb3pacT M Jiela
Peayumpanu 1034 U MO-AbJATH HHTEPBAIN MEXKIY 103UTE Ca €(PEKTHBHH.

AKO CTe H3M0J/I3BAJIH NoBeYe OT HeoOxoaumaTa 1o3a OMHAApen
[Ipeno3upane npy cnasBaHe Ha npernopbYaHus METO/1 3a NPHIIOKEHHE € MAJIKO BEPOSATHO.

CHUMIITOMH Ha Npeao3upaHe, pe3yaTar oT ynorpeda Ha MHOrO BUCOKH J103H WK MpHJIaraHe rno-4ecto or
BE/IHBK CEJMHUYHO, MOraT J1a BKJIIOUBAT 00JIe3HEHA ePEKLIUS MPH MBKETE H JIPE3raBoCT MPH KEHHUTE, KOETO
MOJKE J1a JOBeJI€ /10 HeoOparuma npoMsHa Ha rjaca.

B Te3u ciyuau eueHueTo ¢ npoaykra TpsadBa aa Obae cripsaHo.

AKO MMaTe HAKAKBH JIONbJIHUTEIHU BLIIPOCH, CBbP3aHHU C yrnorpedara Ha TOBa JIEKApCTBO, MONUTANTE
Bawus nekap nin papmaLeBT.

4. Bb3MOKHH HeXKe/IaHH peaKklHH

KakTto BCHUYKH JICKApCTBA, TOBaA JICKAPCTBO MOKE 1A MNMPCAU3BHKA HCKC/IAHH PCAKLIHH, BBIIPCKH HC HC BCCKH

MU 110J1y4ana.
Bb3MOKHHUTE HEKeTaHU peakLMH, W30pOEeHH No-10J1Y ca rPyNnUpaHHy Crope/l 4eCcToTara Ha nosBsiBaHe.

Hesxenanarta peakuus, KOSATO ce MnosisiBa Han-4ecto (npu nopeye ot | ot 10 naipenTa) € Bb3najeHue 1
00JIKa B MAACTOTO Ha IpHJiaraHe.

YecTH HexelaHu peakuuu (Moxke Ja 3acerar 10 | Ha 10 ayum):

- YBEJIMYEHO TerJo;

- yBeJIMYeH OpOH Ha KJIETKUTE B KPbBTA;

- YBeJIMYeH OpOM HAa YEPBEHUTE KPbBHHU KJIETKH, XEMAaTOKPHTA (MPOLIEHTA HAa YEPBEHHUTE KPbBHH
KJIETKH B KPbBTA) U XEMOIJTI00OMHA (KOMIIOHEHTHT HA YEPBEHUTE KPbBHH KJIETKH, KOHTO NpeHacs
KHUCJIOPO/1), KOETO C€ YCTAHOBABA Ype3 NEPHOAHYHH KPbBHH H3CJIE/IBAHMS,

- MOBHUILUEHHU HUBA HA NMPOCTATHO-CNEUM(PHUYEH AaHTHUIEH B KPbBTA:

- I'MHEKOMAcCTH$ (HapacTBaHEe HA 'bP/IMTE);

-  aKHe;

- rnasobonue.

Heuectn Hexkenanum peakuuu (Moxe aa 3acerHat o | Ha 100 aywn):
- raJeHe;
- OTKJIOHEHHUS BbB (DYHKLIMSTA HA YepHUS 1po0.

Penku Hexxkenanu peakumu (Moxke aa 3acersar 1o | va 1 000 qyumm)
- OenoapoOHa MUKpOEMOOJIMS, NPHYHMHEHA OT MacJIEH pa3TBOP

MacnenusaTt pazrBop OMHaipeH MosKe /1a JOCTUrHe A0 oenure apodose (0esoapodHa MUKpoeMOous,
MPUYMHEHA OT MACJIEHW Pa3TBOPH), KOETO MOXKE B PEAKH Clly4au Aa J0Beje /10 MPU3HaALUH H CUMIITOMU
KaTo KalllJIMLA, 3a/yX, 00110 Hepa3noJoKeHHe, MPEKOMEPHO U3IOTABaHE, 00JIKa B I'bPAMTE, 3aMassHOCT,
W3TPbIIBAHE MK NpUNaabK. Te3n peakuMm MOXKe 1a Bb3HUKHAT 110 BPEME HA HJIW HEMOCPEACTBEHO CJIE]]
HHIKeKTHpaHeTo U ca oOpatumu. [Topaamn ToBa nauMeHTHT TpssOBa a Objie HaOJIO1aBaH MO BPEME Ha
HEMOCPe/ICTBEHO C/e/1 BCAKO HHIKEKTHPAHE, 3a /1a Ce /1a/1€ Bb3MOXKHOCT 3a paHHO pa3ro3HaBaHe Ha
Bb3MOJKHH MPH3HALM U CHMNTOMM Ha 0enoapoOHa MacTHa MHUKPOEMOOIIHA.

HeskenaHu peakiMm ¢ HEM3BECTHA 4eCTOTa (4ECTOTATa HE MOJKE J1a CE€ ONPE/Ie/IH OT HAIMYHWTE JJaHHHU):



- OonesHeHa epeKLM;

- maJbK Opo# cnepmMaTto30MaM B esKyJlara,

- NPEKOMEPHO OKOCMsABAHE!

- MBXKKHM THI 3aryba Ha Koca:

- OOCTPYKTHBHA KXbJTEHHULA;

- HapyleHa (pyHKUMS Ha YepHUs Apo0:

- CbCTOsIHWE, CBBbP3aHO ¢ 00pa3yBaHe HA KYXHHH B YEPHHSA P00, U3ITBJIIHEHH C KPbB, H3BECTHO KaTO
4yepHOAPOOHA Nenrno3a:

- Ie€THa WK HOBOOOpa3yBaHUs HAa YepHHUs Apo0:;

- HaMaJIeHO KPbBOCHCHPBAHE;

- KPbBOMW3JIMBH, OCOOEHO MPH NPHEM Ha NEPOpaIHKU AHTHKOArYJIaHTH:

- o0Opa3yBaHe Ha KPbBHH CbCHPELIM BbB BEHHUTE:

- OenoapodeH eMOOIU3BM:

- MOBHMLUIEHO KPbBHO HAJIATAHE;

- NPOMEHEHO JIHOUAO;

- 0e3NOKOMCTRO;

- MpaBYYKaHe;

- MOBMLIEHA KOHLIEHTpALKMs Ha XOJIeCTEepPOJ1 B KPbBTA;

- 3aJbp’KaHe Ha HaTPUH, XJIOp, BOJA, KAJIMH, KAJILIMKH K HEOPraHW4YHHU pocdarm.

Cho0maBaHe HA HEKEJIAHH PeaKIHH

AKO nonyuuTe HAKAKBH HEXKEJIAHU JIEKAapCTBEHU peaklnu, yBeaomere Bawuus nekap, papmaueBT uiu
ME/IMLIMHCKA cecTpa. ToBa BKJIIOYBA BCHYKH Bb3MOKHH, HEONMCAHHU B Ta3MW JIMCTOBKA HEXKEJIAHU PEAKLIUH.
MoskeTte CbLIo Aa CbOOLIMTE HEXKEJIaHH peaKLMU JUPEKTHO Ypes:

M3nbiHUTEIHA areHuUs 1o Jiekapereara

yi. ,Jlamsan ['pyes™ Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcanT: www.bda.bg

Karo cboOiaBaTe HexKelaHu peakiLMi, MOXKETE /1a 1a/ieTe CBOs MPUHOC 3a N0J1ly4aBaHE Ha MoBeye
MH(pOpMaLMsA OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTRBO.

S. Kak na esxpansipare OMHajgpeH

Jla ce cbxpansBa noa 25°C. Jla ce na3m ot cBeT/IMHA.

Jla ce cbxpaHsBa Ha MACTO, HEJLIOCTBITHO 3a JieLa.

He u3non3paiite OMHaApeH ciie/l U3THUAHE HA CPOKa Ha roAHOCT, 0TOe/IA3aH BbpXY onakoBkaTa. CpoKbT Ha
rOJIHOCT OTrOBapsi Ha MOCJEAHHS €H OT NMOCOYEHHUsT MeCell.

He u3xBbpisiTe JlIeKapeTBaTa B KaHaJIM3alMsTa WK B KOHTEHHepa 3a JoMallHu otnaabuM. | lonuranre
Bawunsa hapmanieBT Kak /1a U3XBbpJiATe JIEKapCTBaTa, KOUTO BEYE HE M3I10J3BaTe. 1'€31M MEpKH 11e CrioMOrHaT
3a OMna3BaHe Ha OKOJIHATa cpeaa.

6. ChabpkaHHe HA ONAKOBKATA U A0N'bJIHHTE/IHA HHpoOpMaALHSs

Kakso cbabpxa OmHaapen
- AKTHBHMTE BELLECTBA Ca: TECTOCTEPOHOB nponuoHar (30 mg/ml), TecrocTepoHoB GeHunnpornuoHaT
(60 mg/ml), rectocTepoHoB uzokanpoar (60 mg/ml ) u recrocreporoB aekanoar (100 mg/ml).
- Jlpyrure cbCTaBKkHM ca: OEH3MII0B AJIKOXOJ1, (PbCTHYEHO MACIIO 32 HHIKEKLIMH.



Kak u3rnexaa OMHaJApeH H KAKBO CbABbP/KA ONAKOBKATA
OMHapeH e CBETJIO-XKbJITa Maca000pa3Ha TeYHOCT.

HamasieHaTa npo3payHOCT Ha MAcJIeHUsl pa3TBOP M M0gBaTa Ha yTaluKa He 0O3Ha4yaBa, 4€ CPOKbT HA N'OJIHOCT €
H3TeKb/1. Te Morar aa Obaar OTCTPaHEHM Ype3 3aTOIUIAHE HAa aMIlyJlaTta B TOrJia BOJA.

JlekapCcTBEHHUSAT NPOAYKT € HaNbJIHEH B amMnyJu oT | ml oT 0e3LBETHO CTHKIIO.
AMIYJIATE ¢a ONAKOBAaHH B KAPTOHEHA KyTHs 10 5 Opo4, 3aeHO ¢ HHPOPMALIMOHHA JIMCTOBKA.

[MpurekaTes1 HA pa3pelleHHETO 3a ynorpeda
Bausch Health Ireland Limited

3013 Lake Drive

Citywest Business Campus

Dublin 24, D24PPT3

Upnauaus
IlpousBoauTen

Pharmaceutical Works Jelta S.A.
58-500 Jelenia Gora, 21 Wincentego Pola Street
[lonwa

JlaTa Ha nocjie1HO npepasriiexaane Ha aucroskara: 12/2025



