IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

NOP3AME/,
(DORZAMED)

Cknag:

Aitoya peyosuHa: dorzolamide;

1 MmN npenapaTyMiCTUTbA0P30NaMigyriapoxnopuay22,3 mr, Wo eKBiBasieHTHOA0P30M1aMigy20 Mr;

[OMNOMI>KHI PEYOBMHW: BGEH3ANIKOHIIO XN10pUA; TiAPOKCIETULEN0MN03a; HATPIO rigpoKena,; MaHiT (E 421); Kucnota IMMOHHA, MOHOTiApaT; Bofa O4YMLLeHa.

Jlikapcbka thopma. Kpansi 04Hi, po3yuH.
OCHOBHI (Di3MKO-XiMiYHi BNaCTMBOCTI: NPO30pUiA PO3UnNH 6e3 BUAUMUX YACTOK.

dapmakoTepaneBTMYHa rpyna.
MMpoTuriayKoMHinpenapary Ta MioTUYHI 3acobu. IHriGiTopy kapboaHrigpasu. Jop3onamia,.
Kog ATX SO1E CO3.

dapmMakosoriyHi BNacTmBOCTI.

PapmakognHamika.

Jop3onamig — cunbHWin iHriGiTop kap6oaHrigpasv Il (CA-11) nwoguHn. Micns MicUeBOro 3acTOCyBaHHS BiH 3HMXKYE MiABULLEHWIA BHYTPILLHLOOYHUIA TUCK,
MoB’si3aHWI ab0 He MOB’A3aHWiA 3 rNayKOMOH0. MiABULLEHNIA BHYTPILLHLOOUYHMWIA TUCK € FOIOBHUM (PaKTOPOM PU3MKY B NaToreHesi NOLLIKOLKEHHS 30pOBOr0 HepBa Ta
rN1ayKOMaTO3H 0 3BY)KEHHs Nos 30py.

3HMKEHHSA BHYTPILLHbOOYHOIO TUCKY MPWU 3aCTOCYBaHHI [0p30/1amigy He CynpOBOMXKYETLCS PO3BUTKOM MOLUMPEHMX MOBIYHMX peakuiid, nputaMaHHUX MIOTUKaM,
TaKMX SK HiYHa cNinoTa, akoMoaliinHui cnasm Ta 3BY>KeHHS 3iHULI. He BnnBae abo Mae He3HauYHWIA BNIMB Ha apTepiaibHUIA TUCK Ta YacToTy Ny/bCy.

Ha BigmiHy Bif nepopanbHWX npenapaTis iHribiTopis KapboaHrigpasmn, Npy MicLEBOMY 3aCTOCYBaHHI Aop3onamif fie 6e3nocepesHb0 B OLi NPU CYTTEBO MEHLUNX
KOHLEHTpaLisx, | TOMY Take 3aCTOCYBaHHS CYMNPOBOLXKYETLCA MEHLLOK CUCTEMHOIO Ji€t0.

EheKTUBHICTb fop3onamijy, KW 3aCTOCOBYBA/IN XBOPUM 3 FN1ayKOMOK abo OYHOHO TinepTeH3ielo AK MOHOTepanito 3 pasun Ha f06Yy (MepBUHHUIA BHYTPILLUHBOOYHMIA
TUCK = 23 MM PT. CT.) a60 2 pa3n Ha o0y AK J0AaTKOBY Tepanito npu fikyBaHHI MicLeBumY GeTa-afpeHob10kaTopamy (MePBUHHMUIA BHYTPILLUHBOOYHWIA TUCK = 22 MM
pT. CT.), 6yna niaTBepmpKeHa B KNIHIYHUX [JocnimkeHHAX. Mpu 3acTocyBaHHI SK MOHOTepanii, Tak i B KOMOGiHauii 3 6eTa-6/10kaTopaMu 40p30/1amif 3HVKyBaB
BHYTPILLUHBO04YHWI TUCK NPOTArOM BCbOIO [HSA, | Liei edeKT 36epiraBcsa NpoTArom TpMBasoro vacy. EpekTMBHICTL fop3onamigy nicnis TPUBasioro 3acTocyBaHHS K
MOHoTepanii 6yna nogibHow L0 edeKTMBHOCTI 6EeTakconony i fIMLE He3HAYHO MEHLLOK, HDK e(eKTMBHICTb TUMosony. pu 3acTocyBaHHI fop3onamigy fK
[04aTKOBOT Tepanii npu NikyBaHHI MicLueBMMU 6eTa-agpeHob10KaTopamMm 3a3Haqanocs LOLATKOBE 3HMXKEHHA BHYTPILLIHbOOYHOIO TUCKY, aHA/IOriyHe TakoMy npu
3acTocyBaHHI nifiokapniHy 2 % 4 pasn Ha fo0y.

dapmakoKiHe TVKa.

Mpy micLeBOMY 3aCTOCYBaHHI JOp301aMif NOTPan/Ise B CUCTEMHUIA KPOBOTIK.

IMomipHO 3B’A3YETbCA 3 MpOTeiHaMK nnasMu Kposi (NpubnmsHo 33 %). Mpu TpMBasioMy 3aCTOCYBaHHI A0p30MaMif KyMY/HOETHCA B epuTpoumuTax BHACNILOK



CeNeKTUBHOro 38°a3yBaHHA 3 CA-Il, Togi K y nnasmi KpoBi NiLTPUMYETLCA HAL3BMYANHO HM3bKA KOHLEHTPALis BifIbHOI Aito4oi peyoBnHU. J[lop3onamif yTBOpHOE
0AnH N-fe3eTuIboBaHUI MeTaboniT, KUK iHribye CA-I1 MeHLLIOK Mipoto, HiXK BUXiHa Cro/yKa, afie TakKoX iHribye MeHLW akTMBHMIA i30thepmeHT CA-I. MeTabonit
TaKOXX KyMY/IHOETLCA B epUTPOLIUTAX, Ae BiH 3B A3YETbCA nepeBakHO 3 CA-I.
BrBoaMTbCA i3 CeYerd NepeBaXKHO Yy HE3MIHEHOMY BUINA4i; MeTaboniT TakKoX BMBOAMTLCA i3 ceyeto. icns NpUNUHEHHS 3aCTOCyBaHHSA BifOyBaeTbCA HeNiHiHe
BUMMWBAHHSA [40p30/amify 3 epuTpoLMTIB, WO CnoyaTKy Npu3BOAUTL A0 LUBMAKOrO 3MEHLUEHHS KOHLEHTpaLiin Jop3onaMigy, nicns 4oro HacTae MoBifibHilla hasa
BUBELEHHA 3 NepiofoM HaniBBUBELEHHS, LLIO CTAHOBUTL NPMOIN3HO 4 MicAL.

KniHIYHI XapaKTePUCTUKWN.
lNoka3aHHA.
[JopatkoBa Tepanisa npwv NikyBaHHI MicueBuMy 6eTa-6nokaTopamu.
MoHoTepanis, Konm NikyBaHHA MicLiEBUMY 6eTa-610KaTopamum € HeJOCTaTHLO ePEKTUBHMM abo MPOTUMNOKA3aHO.
Tepanis NifBMLLEHOr0 OYHOI0 TUCKY MpPW:
O OYHI rinepTeHsit;
O BIZIKPUTOKYTOBIN rNayKoMm;
O nceBaoeKcdoNiaTUBHIN rNayKoM.

MpoTnnNoKasaHHA.
e [[iNepyyTNMBICTb A0 Ait0HOT pe4OBUHM ab0 [0 IHLIMX KOMMNOHEHTIB Npenapary.
o TshKKe nopyLUeHHs (yHKLUi HUPOoK (KK MeHLwe 30 MA/XBUNKHY).
o [inepxnopemMiyHmin aungos.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

CneujianbHUX gocnigpkeHb B3aeMoAiT aop3onamify 3 iHWmnmy 3acobamm He NPOBOANIIOCS.

Y KNiHIYHUX [OCNILKEHHAX [0p30aaMif 3aCTOCOBYBa/IM OLHOYACHO 3 TUMOJIO/IOM Ta 6eTakcosio/ioM y (DOpMi OYHUX Kpanenb, 3 npenaparamyt CUCTEMHOT Ail:
IHriGiTOpaMn aHrioTEH3MHMEPETBOPIOBa/IbHOIO (hepMeHTy (Ald), 6nokaTopaMu KasbLieBMX KaHasiB, AiypeTVKaMU Ta HECTEPOILHMMMN NpOTM3anaibHUMKU 3acobamu
(HM33), y ToMy uucni aueTuncaniumnoBor KUCNOTOK, a TaKoXX 3 FOPMOHa/lbHUMMK 3aco6amy (Hanpuknag ecTporeHamu, iHCYNiHOM, TUPOKCUHOM), WO He
CyNpOBOKYBaI0CsA PO3BUTKOM NiKaPCbKNX B3aEMOINA.

MoyknmBe NOCUNEHHS 3aranbHOI Ail IHFiGITOpiB KapboaHrigpasn y NauieHTiB, SKi OAHOYACHO NPUIAMalOTb IHFIGITOP KapboaHrigpasn nepopasibHO Ta LOP30naMij,.
O[fiHOoYacHe 3aCTOCyBaHHS [op3onamiay Ta nepopasibHWiA NPUInOM iHri6iTopiB KapboaHriapasn He AOCMIAKYBaIOCh | HE PEKOMEH/YETHCS.

B3aemopia gop3onamify 3 MioTMKaMu Ta afipeHOMIMeTMKaMM Mif, vac NiKyBaHHSA rnayKoOMWBUBYEHA HELOCTATHbO.

Oco6MBOCTI 3aCTOCYBaHHS.

[op3onamig MicTUTbL Cynb(oHaMiAHY rpyny i, Xo4ya 3aCTOCOBYETHCA MICLEBO, NiAAAETbCA CUCTEMHIV abCcopOLi. Y 3B'A3KY 3 LM MpK NOro 3aCTOCYBaHHI Y BUMNAAI
OYHUX Kpanesib MOXYTb BUHUKHYTU NOGIYHI peakLil, XapakTepHi Ansa cynbgaHinamigis, y Tomy unicni cuHapom CTiBeHca — [PKOHCOHA Ta TOKCUYHWIA enigepMaibHUi
Hekponi3 (cuHapoM Jlalienna). Y pasi BUHUKHEHHS Cepro3HMX NOGIYHMX peakLiii abo Npu NosBi 03HaK rinepyyTaIMBOCTI 3aCTOCYBaHHA Npenapary Cnif NPUNUHUTK.
Y pasi po3BMTKY anepridyHmx peakuiin (Takmx K KOH KOHKTUBIT, peakLii 3 60Ky MOBIK) CMif PO3risiHYyTY MOXMBICTb NPUNMHEHHS 3aCTOCYBaHHA npenapary.
JlikyBaHHS 10p301aMifoM MaLieHTIB 3 NOPYLUEHHAM (YHKLiA NeYiHKX He A0CAiAKYBanocb. Takum naljieHTam npenapat /i 3acTOCOBYBaTH 3 00EPEXHICTHO.

Y nauieHTiB i3 paHiwe [AiarHOCTOBaHMMW XPOHIYHMMWU [edekTaMn poriBku Ta (ab0) i3 BHYTPILHLOYHMMW OMepalisMy B aHamHesi Nif 4ac 3acTOoCyBaHHS



[0p30/1amifly crioctepiraimce Habpsaku poriBky Ta He0OOPOTHA AEeKOMMEHCALif PoriBKW. TaknM natiieHTam npenapar c/if 3aCToCoBYBaTH 3 00ePeXHICTHO.
3acTocyBaHHSA nepopasibHUX (hopM iHriBITOPIB KapboaHrigpasy MoB’A3Yyk0Tb 3 MOSABOK KaMeHIB Y CevyoBMX LUMAXaX BHACNiLOK BOAHO-eNeKTPOITHUX NOPYLUEHb,
30KpemMa y naui€HTiB 3 HMPKOBOKaM’siHOIO XBOPOOOID B aHaMHe3i. Xouya Yy pasi 3acToCyBaHHSI 4Op30/aMify He cnocTepiranacs nosisa BOAHO-ENEKTPONITHUX
nopyLleHb, ane Gynn 3adikcoBaHi pigkicHI BuNaaku ypeteponiTiasdy. OCKifIbKM aop3onamif — Le iHri6iTop kap6oaHrigpasn MicLEBOT Aii, SKWA noTpannse Ao
3ara/lbHOro KpoBooOGiry, nauieHTM 3 HMPKOBOKaM’SIHOKO XBOPOOOK B aHaMHe3i Hanexarb A0 rpynu nNigBULLEHOr0 PU3UKY MOSIBM YpeTeposiiTiasy B 3B’SA3KY i3
3aCTOCYBaHHAM Jop30n1amisy.

Mig yac npuiiomy 3aco6iB, WO raibMytOTb BMPOOMIEHHS BOASHUCTOI PiavHM nicna inbTpauiiHMX 3axoAiB, CrocTepiranMcs BMNagKW BiAwapyBaHHS CYAWHHOI
060/I0HKMW.

Mpw NiKyBaHHI NaLieHTIB 3 rOCTPOK 3aKPUTOKYTOBOK) F/1aYKOMOK HEOOXIHO OKPIM 3aCTOCYBaHHA NpenapaTis, WO 3HWXKYHOTb BHYTPILUHBOOYHWIA TUCK, BXMBATU
TaKOoX iHLIMX TepaneBTUYHMX 3aX0AiB. 3aCTOCyBaHHS LOP30/1amify nawieHTam 3 FoCTPOO 3aKPUTOKYTOBOHO I/1ayKOMOK He AOC/TiIKYBasioch.

MpenapaTr MICTUTb KOHCEPBAHT OEeH3a/IKOHIKO X/I0pUA, AKWUIA MOXe CMPUUYMHATM NOAPa3HEHHS Oo4veil Ta 3HebGapBNEHHA M’AKMX KOHTAKTHUX NiH3. Cnig 3HiMaTy
KOHTaKTHI NiH3M Nepes, 3aCTOCYBaHHAM Mpenapary Ta 3HOBY BCTaB/IATY IX HE paHiLle HiK yepe3 15 XBUIMH MIC/A 3aKanyBaHHS.

3acTocyBaHHa y nepiof BariTHOCTi abo rogyBaHHs rpyaato.

AfekBaTHi i [,06pe KOHTPO/bOBaHI AOCNIAXEHHS 3aCTOCYBaHHA A0p30/aMify BariTHUM >KiHKam BifCyTHI. [penapar He peKOMeHAYETbCA 3aCTOCOBYBATW Y Mepio
BariTHOCTI.

HeBifoMo, U/ NpoHMKae fop30namif B rpyaHe MOMOKO. Y pasi He0OXiAHOCTI 3aCTOCYBaHHSA npenaparty rogyBaHHA rpyaato Cnif NpUnUHUTK.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii Nnpy KepyBaHHi aBTOTPaHCNOPTOM abo iHLWIMMKU MeXaHi3mamu.

JocnifpkeHb BNAMBY A0p30namify Ha 3[4aTHICTb KepyBaTW aBTOTPAHCMOPTOM abo iHWWMKU MeXaHi3Mamu He NpoBoAwaock. i 4vac 3acTOCyBaHHA nNpenapary
MOXX/IMBUIA PO3BUTOK NOBIYHMIA peakLil, TaKuX SIK 3anamOpOYeHHs Ta MOPYLLEHHS 30pY, WO 34aTHI BNAXBATY Ha 34aTHICTb KepyBaTy aBTOTPAHCMOPTOM ab0 iHLLIMMK
MexaHi3mamu.

Cniocib 3acTocyBaHHSA Ta A03Mu.

Mpenapat npu3HayeHnii nnLLe An8 0TasibMOIOTiYHOr0 3aCTOCYBaHHS.

FAK MoHOTepanis.

Mpenapat 3acTocoBYBaTV N0 1 Kpanni B ypaxeHe 0Ko (o4i) 3 pa3u Ha fo0y.

AK fofaTKoBa Tepanis.

Mpenapat 3acToCoBYBaTV N0 1 Kpanni B ypaxeHe 0Ko (04i) 2 pa3u Ha fo0y.

Mpy HeobXigHOCTI 3amiHW [OP30/1aMifoM IHLLIOrO MiCLEBOro NMPOTUrIayKOMHOIO 3ac06y CAif NPUIMHUTKL NiKyBaHHA UMM 3ac000M Ta po3noyaTyt 3aCTOCYBaHHS
npenapary HacTYNHOro fHs.

Mpu 3acTOCYBaHHI Ki/lbKOX MiCLIEBUX 0(hTa/IbMO/OTiYHMX 3aC006iB X CNif 3aKanyBaTy LoHaimeHLwe 3 10-XBUIMHHUM iHTEPBa/IOM.

Mepef 3acTOCYBaHHAM npenapary c/if BUMUTU PYKU Ta YHUKATU Oy [b-AKOro KOHTaKTy HaKOHEYHMKa KpanesibHWLi 3 OKOM abo LUKipOK Mpy 3akanyBaHHI Kpanesb.
Mpy HeHaNeXXHOMY MNOBOKEHHI OYHi Kpanai MOXYTb KOHTamiHyBaTWUCA MOLUMPEHUMU GakTepisMu, L0 CRAPUYMHAKOTL IH(EKLiHI 3aXBOPIOBAHHA OYeil.
3acTocyBaHHSA KOHTaMiHOBaHUX OYHMX Kparie/ib MOXe MPU3BECTU 40 CEPO3HOI0 YPaXKeHHS 0Yeld 3 MOLabLLIOK BTPATOH 30pY.

aiTn.
KniHiuHi AaHi WoAo 3acToCyBaHHA Aop30namify AiTam obMexeHi. Mpenapat He 3aCTOCOBYBATU AiTSM.



Nepeno3yBaHHA.

CumnTomu.

[aHi CTOCOBHO nepefo3yBaHHA A0p30naMigy Y NoaMHu obmexxeHi. CnocTepiranacb nosisa TakKMX CMMMATOMIB: MICAsS MPUIAOMY NePOpPasibHO — COHMMBICTL; MicNs
MiCLLeBOro 3aCTOCYyBaHHS — HY10Ta, 3anaMOpPOYeHHs, TON0BHUIA Biflb, Bi4YYTTS BTOMU, HETUMOBI CHU Ta Agucdarisa. Moxnunea nosisa eNeKTpoNiTHAX NOPYLUEHb, aCTeHil
Ta CUMMTOMIB 3 BOKY LIeHTPa/IbHOT HEPBOBOI CUCTEMMU.

JliKyBaHHs.

Y pasi nepefo3yBaHHs 34iNCHIOBATM CUMITOMATUYHY Ta NIATPUMYBa/bHY Tepanito. Cnif nNepeBipuT KOHLUEHTPALiK0 eNekTponiTiB (30KpeMa Kasito) y nnasmi Kposi
Ta BM3HAYMTW pH KPOBI.

Mo6iyHI peakuii.

Mpo HKYe3a3HayveHi NOGIYHI peakLii NOBILOM/IANOCH MPU 3aCTOCYBaHHI A0P30/1amify B X041 KNiHIYHUX AOCNIIpKEHb Ta NOCTMAPKETUHIOBOIO CMOCTEPEXEHHS.

3a yacToTOH No6GIYHI peakuii po3nodineHi TakuM YMHOM: Ay>Ke yacTo (= 1/10); yacTo (= 1/100, < 1/10); HevacTo (= 1/1000, < 1/100); pigko (= 1/10000, < 1/1000);
LyXe pigko (< 1/10000), HeBifOMO (4aCTOTY He MOXKHA BU3HAUYUTM 38 HAABHUMU JaHVMM).

3 60Ky HEpBOBOT CUCTEMMU:

4acTo — rO/I0BHUI 6iNb; PiAKO — NapecTesii, 3anaMOpPOYeHHS.

3 60Ky opraHis 30py:

[y)Ke 4acTo — MeYviHHSA Ta MOKO/OBaHHSA; YacTO — MOBEPXHEBUIA TOYKOBMIA KepaTUT, CNb030TeYva, KOH’HOHKTUBIT, 6/1edhapuT, cBepbiXK B 04aX, NOApPasHEHHS OYeid,
HEYITKICTb 30POBOr0 CPUAHATTS; HEYacTo — iIPUAOLUMKAIT; PiAKO — NOAPA3HEHHS, B TOMY YMCAI MOYEPBOHIHHSA, 6iNlb, 3/IMNaHHA NOBIK, MUHYLLA KOPOTKO30PICTb (LLLO
MPOXOANTbL NICNA NPUNMHEHHS NiKyBaHHS), HAOPAK POriBKY, riNOTOHIsA OKa, BifLapyBaHHS CYyAUHHOI 060/10HKM Nicns inbTpauiiHUX 3aX0LiB; HEBIOMO — BiAUYTTS
CTOPOHHbLOTO TiNa B OL.

3 60Ky AnxaNbHOI CUCTEMU, OpraHis rpyAHOT KNITKW Ta CepefoCTIiHHSA:

PiZIKO — HOCOBA KPOBOTEYA; HEBILOMO — AUCIHOE.

3 60Ky cepus:

HeBiOMO — nanbniTayis.

3 60Ky TpaBHOro TpPakTy:

4acTo — HyJ0Ta, FipKWin NPUCMaK y POTi; PiAKO — NOAPa3HEHHSA ropa, CyXicTb Y poTi.

3 60Ky LUKIpW Ta MigWKIiPHOT KNI TKOBUHMK:

PiAKO — KOHTaKTHWI Aepmatut, cuHapom CTiBeHca — >KOHCOHA, TOKCUYHWIA enifiepMasibHUiA HeKponi3 (CuHApom Jlainenna).

3 60Ky HMPOK Ta Ce40BMBILHMX LUNAXIB:

PiKO — Ce4oKaM’siHa XBopoba.

3arasibHi NopyLleHHs:

4acTO — aCTeHIA/BTOMA; PifKO — peakuil rinepyyTaMBOCTI, y TOMY YMCi NasibnedpasbHi peakuii,

aHrioHEeBPOTMYHMI HabPSAK, KPOMMB’IHKA, CBEPOIXK, BUCUMAHHS, 3a[MLLIKa, GPOHXOCMNa3M.

MoBigOMEHHA NPO NiJ03ptoBaHI NOBIYHI peakuit

MoBifOMMEHHA NP0 Migo3ptoBaHi MOGIYHI peakuil, WO BUHWUKAX NiCNs peecTpauii NikapcbKoro 3acoby, Ay>ke BaknuvBi. Lle gae 3mory nocTiiHO crnocTtepirati 3a
6anaHCcoOM KOpUCTb/PU3NK NiKapcbKoro 3acoby. MpauiBHMKIB CUCTEMM OXOPOHM 3[0POB’A NPOCATb MOBIAOMAATM NPO 6yAb-AKi Nifo3ptoBaHi NOGIYHI peakLuii yepes
HaLiOHa/lbHY C1CTEMY NOBILOM/IEHb.



TepMiH NpUAATHOCTI. 2 POKMW.
[icna BiAKPUTTA (hiakoHa OYHI Kpani Cif 3aCTOCOBYBATU MPOTArOM 4 TUXKHIB.

YMOoBW 36epiraHHs.
36epiratunpu TemnepaTypiHe BuLLe 25 °C y HefOCTYMHOMYA/A LiTEN MiCLi.

YnakoBKa
Mo 5 mn 'y thnakoHi-KpanenbHULi, No 1 hnakoHy-KpanenbHULL B KapTOHHI KOPO6L.

Kateropis Bignycky.
3a peLenTom.

BupobHuK.
K.O. «Pomdapm KomnaHi C.P.J1.»/
S.C. «Rompharm Company S.R.L .».

MicuesHaxomKeHHA BUPOOHMKaA Ta afpeca Micusa NpoBaiXKeHHS Moro AisnibHOCTI.
M. OToneHsb, Byn. Epoinop Ne 1A, 075100, okpyr Ingos, PymyHis/
Otopeni city, Eroilor str. Ne 1A, 075100, jud. lIfov, Romania.

3asBHUK.
YOPAAMEAMUWMH NTA/
WORLD MEDICINE LTD.



