KJIIT Ne 6/15.07.2024

N3ITBJIHUTEJIHA ATEHIUSA 11O JIEKAPCTBATA

KOMUCHA 3A JIEKAPCTBEHU ITPOAYKTHU

JTHEBEH PEJ

Ha 3aceqanue Ne 6/15.07.2024

. Jexnapupane ot wieHoBere Ha KJIII u ot excneprure u3BbH cberaa Ha KJIII na
BCCKH NOTEHIHMAJICH KOH(INKT HA HHTEPECH 110 OTHOLICHHE HA BCSIKA TOYKA OT IHEBHHA pell

na KJIII.

I, JlekapcrBen(n) npoaykr(u), kanauaarcream(u) 3a PASPEIIEHUE 3A YIIOTPEBA
/PETUCTPALUSA no 41.35/ 41.37 ot 3JIIIXM/ PASHIMPABAHE HA OBXBATA HA PY no
HALMOHAJIHA Npoueaypa.

1. INN/AB: Dexamethasone
Ilokazanus: HpOI[YKT’LT CbAbpiKa dexamethasone H € IIOKazaH IIpHd JICYCHHUC Ha IOJAaTJIMBU Ha
CTCpOI/I)IHa Tepanm{, HGI/IH(l)eKHI/IO?,HI/I BB3NMAIIUTCIIHU U anepquH CbCTOAHUA HAa KOHIOHKTHBATA,
poroBunara 1 NpeaHusA CErMEHT Ha OKOTO, BKIIFOUUTCIIHO ITOCTOIICPATUBHO BB3IIAJICHUC.

2. INN/AB: Nilotinib
[Tokazanusa: Hunorunun6 ®@apm/leaukT e nokasaH 3a Jje4yeHue Ha:
- Bb3PaCTHU U NIEJUATPUYHU NTALIUEHTH C HOBOJAUArHOCTUIIMPAHA, MIOJI0XKUTEIHA 32
Odunanenduiicka XxpoMmo3oma, XpoHUYHA MHeNIouaHa JieBkeMus (XMJI) B xponuyna ¢asa;
- BB3pacTHM NAlMEHTH B XpoHMYHa (a3a u ¢a3za Ha akcenepauus Ha XMJI, momoxxuTenHa 3a
Ounanenduiicka XxpoMo30Ma, KOUTO ca PE3UCTEHTHU WUJIM HE MOHACST 10Ope Mpeaxoxaalia Tepamnus,
BKJIFOYBana UMaTuHUO. HaMa nannu 3a epukacHocT npu namuentu ¢ XMJI B 61acTHa Kpu3a;
- MeIMaTPUYHM MAIMEHTH ¢ ToJIokuTeNHa 3a Ounanenduiicka xpomozoma XMJI B XxponnyHa ¢asa,
KOHUTO Ca PE3UCTEHTHU WIIM HE MOHACAT J00pe Mpeaxoskalia Tepamnus, BKII0YBaIla MMaTHHUO.

3. INN/AB: Nilotinib
[Tokazanusa: Hunorunu6 ®apm/leaukT e nokasas 3a jedyeHue Ha:
- Bb3PaCTHU U N€IUATPUYHU MTALIUEHTU C HOBOJAMArHOCTUILIMPAHA, TIOJIOKUTEIIHA 32
Ounanenduiicka XxpoMo3oma, XpoOHUYHA MueNTouaHa JieBkeMus (XMJI) B xponudHa ¢asa;
- BB3pacTHU NAlMEHTH B XpoHMYHa (a3a u ¢a3a Ha akcenepauus Ha XMJI, momoxxuTenHa 3a
Ounanenduiicka XpoMo30Ma, KOUTO ca PE3UCTEHTHH WJTM HE IMOHACAT A00pe MpenxosKalia Tepamnus,
BKJIIOYBana uMaTuHuO. HaMa nanuu 3a epukacHocT npu namuentu ¢ XMJI B 61acTHa Kpu3a;
- MeIMaTPUYHM MAIMSHTH ¢ ToJIokHUTeNHA 3a Dunanenduiicka xpomo3zoma XMJI B XxponnyHa ¢asa,
KOHUTO Ca PE3UCTEHTHU WJIM HE MOHACAT J00pe MpeaxoKaalia Tepanus, BKIYBaIla UMaTHHUO.

4. INN/AB: Nilotinib
[Tokazanus: Humotuan6 ®apm/leaukT e mokaszaH 3a JI€UCHHUE Ha:
- Bb3PAaCTHU U NNCAUATPUIHHN MATUCHTU C HOBOJUArHOCTUIIMPAHA, ITOJIOXKUTCIIHA 3a
Ounanenduiicka XxpoMo3omMa, XpOHUYHA MHeNIouaHa JieBkeMus (XMJI) B xponudHa ¢asa;
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- BB3pacTHM NALMEHTH B XpoHM4YHa (a3a u ¢a3a Ha akcenepauus Ha XMJI, momoxkutenHa 3a
Qunanenduiicka XpoM0o30Ma, KOUTO ca PE3UCTEHTHU WM HE MOHACAT A00pe MpeIxoxkKaalia Tepanus,
BKJIFOYBala UMaTuHUO. HaMa nannu 3a epukacHocT npu nanuentu ¢ XMJI B 61acTHa kpu3sa;

- IeAMATPUYHH TAIIUSHTH C MoyiokuTenHa 3a Ounanenduiicka xpomo3zoma XMJI B xponnuHa (a3sa,
KOHUTO Ca PE3UCTEHTHU WM HE MTOHACAT J00pe Npeaxoskaalia Tepamnus, BKII0YBaIla UMaTHHUO.

5. INN/AB: Vinpocetine
ITokasanus: Hespomnorus:
- Jleuenue Ha pa3nu4yHU GOPMH HAa MO3BYHU LIUPKYIATOPHU HAPYLICHUS: CbCTOSIHUS ClIe] MO3bUEH
UHCYJIT, JAEMEHIUs OT CbIOB IPOU3XOJA, MO3bYHA AapPTEPUOCKIEPO3a, IIOCTpPABMAaTU4YHA H
XUIIEPTOHUYHA eHledaonaTus, Bepredpoda3uiapHa HeOCTaTbYHOCT.
- HamangBaHe Ha NCUXMYHWUTE WIA HEBPOJOTMYHU CHMIITOMH, CBI'BTCTBAILM MO3BUHUTE
LUPKYJATOPHU HAPYyLLIEHUS.
OdTranmornorus: JeueHne Ha XpOHUYHHU ChJA0BU HAPYIICHUS HA XOPHOUAEATA U PETUHATA.
Otonorus: eyeHne Ha pecOraKky3uc OT MepLeNnTUBEH TUll, 0ojecT Ha Meniere U IIyM B YILIUTE.

6. INN/AB: Ginkgo dry extract, refined and quantified
[Tokazanms: IlpomykrsT chabpxka Ginkgo dry extract, refined and quantified m e mokaszan 3a
noo0psiBaHe Ha (CBBP3aHO C Bh3pacTTa) KOTHUTUBHO HAPYIICHHE W HA KAYECTBOTO HA JKUBOT IPH
BB3PACTHH C JieKa opMa Ha IEMEHITHS.

7. INN/AB: Fluticasione furoate
HOKaSaHI/I}IZ 3a JICHCHUC HAa CUMIITOMHUTC Ha aJ'IepFI/I‘leH pI/IHI/IT HpI/I B’L3paCTHI/I, OHOIIN U Acla Haqg 6
TroOauIIHa BLBpaCT. .

I11. JlekapcTBen(n) npoaykr(u), kanauaarcrpam(u) 3a IOJHOBSIBAHE nHa pa3peumenue 3a
ynoTpeda 1o HaMOHAJIHA MpoLeaypAa.

1. Nime (cBOOOHO M30pano) Ha nekapctBeHus npoaykt: BRITIL 10 mg/ml eye drops, suspension
INN/AB: Brinzolamide

[Tokazanusa: BPUTHUJI e npegnasHayeH 3a HaMassiBaHE Ha MOBUIIEHOTO BTPEOYHO HAJIATAHE MPH:

* OYHa XUIEPTEH3HH,

* OTKpPUTOBI'bJIHA TJIAYKOMA,

KaTo MOHOTEpanus MPpU Bb3PACTHU MAIMEHTH HETOBIHUSIBAIIM ce OT OeTa-O0l0KepH WM MPH TaKuBa,
IIpU KOUTO OeTa-0JI0KepHUTe ca MPOTUBONOKA3aH!, I KaTO CHITBTCTBAIIA TEPANUsl KbM JICYEHHETO C
OeTra-0I0KepH WM aHAJIO3H Ha MpocTarjaHuHa (BX. ChII0 Touka 5.1).

2. Nme (cBoOomHO m30pano) Ha nekapctBeHust npoxnykr: PILOCARPIN VISION 20 mg/ml eye
drops, solution

INN/AB: Pilocarpine

[Tokazanus: [IponykTsT chabpxka Pilocarpine hydrochloride u e mokazan npu:

- XpOHHUYHA II1ayKoMa (OTKPUTOBI'BIIHA);

- Octpa rmaykoma (3aKpUTOBI'BIIHA) - CAMOCTOSATETHO WM B KOMOWHAIMUS C JIPYTH CPEICTBA 3a
HaMalsiBaHe Ha BBTPEOYHOTO HAJISITaHE TPEIN XUPYPTHYHO JICUCHHE;

- Muo3a - 3a oTcTpaHsaBaHe epeKTUTe Ha UKIOIUICT LU HITH MUPUATHIIH.
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JlexkapcrBen(u) npoaykr(u), kanauaarcreaii(u) 3a IPOMSIHA Ha pa3pemenue 3a ynorpeoa

1. ime (cBOOOIHO M30pano) Ha nekapcTtBenus npoaykt: TRILEPTAL 60 mg/ml oral suspension
INN/AB: Oxcarbazepine

[Tokazanus: JleyeHne Ha mapuuaIHU I'bPUYOBE ChC WM 0€3 BTOPHUYHO T€HEPATU3UpPaHU TOHUYHO-
KJIoHWYHU TbpuoBe. Trileptal e mokazaH 3a mpUIIOKEHHE KATO MOHOTEPANHS WM JOMbIHUTEIHA
Tepanusi MpH Bb3PACTHU U Jiela Ha/l 6-TO/IMIITHA Bb3pacT.

Kanaunarcrsa 3a: [IPOMSHA

[Tpomenu: B.1.4 (C.1.4) IIpomsna(u) B Kparkata xapakTepuCTHKa Ha MPOAYKTA, JAHHUTE BBPXY
OMAaKOBKUTE WJIM JIUCTOBKaTa BBHB BpPb3Ka C HOBU JaHHU 3a KAa4ECTBOTO, MPEAKIMHUYHUTE U
KIIMHUYHUTE JJAaHHU WK JaHHUTE 3a JiekapcTBeHa 6e3onacHocT-Tum I - Akryanusupane Ha JIII (B T.
3 na JIII1 "Kax na npuemare Tpunenran", pasnen "Jlo3upoBka npu Bb3pacTHU'", ce 3a1M4aBa clieqHaTa
uHpopmanud: "B HAKOU ciiydau, 10 U3KIIOUEHHE 103aTa Moxke Aa nocturue 10 70 ml gaesHo (4 200
mg).") B croTBeTcTBHE ¢ ipueTH npoMeHu B Core Data Sheet (CDS v.3.1 ot 28 maii 2024 r.) u Basic
Patient Leaflet (BPL v.3.1), moakpeneno ¢ Clinical Overview.

2. me (cBOOOIHO M30paHo) Ha nekapeTBenus npoaykr: NIMESIL 22708 100 mg granules for oral
suspension

INN/AB: Nimesulide

[Tokazanus: Jleuenue Ha octpa 6oika. [IspBuyHa TUCMEHOpEH.

Kannunarcrsa 3a: [IPOMSIHA

IIpomenu: B.1.4 (C.1.4) IIpomsana(un) B Kparkara xapakTepucThka Ha HpPOJYKTa, JTAHHUTE BBPXY
OMAaKOBKUTE WM JIMCTOBKAaTa BHB BpBh3Ka C HOBHM JIAaHHU 3a KAaueCTBOTO, MNPEIKIUHUYHUTE U
KJIMHUYHUTE JIaHHU WIA JaHHUTE 3a JiekapcTBeHa Oe3omacHocT-Tun II - Aktyanusupane Ha
npoaykroBara napopmarust (KXIT), Bb3 ocHoBa Ha Company Core Safety Information - Nimesulide -
v.2.0 ot 24 oxtomBpu 2023 r., kakTo u agantupane Ha KXII kpMm akryanunus QRD dopmar.
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