KJIIT 2/10.02.2025

MN3ITBJIHUTEJIHA ATEHIIUA 110 JIEKAPCTBATA

KOMUCHA 3A JIEKAPCTBEHU ITPOAYKTHU

JTHEBEH PEJ

Ha 3aceganue Ne 2/10.02.2025

l. Hexaapupane ot wienoBere Ha KJIII u ot ekcneprute u3BbH cheraBa Ha KJIII na
BCEKH MOTEHIHAJEeH KOH(IUKT HAa MHTepecH MO OTHOLIEeHHE HA BCAKA TOYKA OT

aHeBHus pex Ha KJUIIL.

1. JlekapcrBen(n) npoaykr(u), kanauaarcream(n) 3a PASPEIHIIEHUE 3A YIIOTPEBA
/PETHCTPAIUSA no 4ia.35/ 4in.37 ot 3JIIXM/ PASIIIMPSIBAHE HA OBXBATA
HA PY no nHanmoHa/iHa nmpoueaypa.

1.INN/AB: Inosine pranobex

ITokazanust: M300puHO3MH € MOKa3aH 3a JIEYEeHHE WIM IOBIUSABaHE Ha MOTHCHATHS WM YBpPEICH
KJIETHhYCH UMYHHUTET M Ha KJIMHAYHATA CHMIITOMATHKA IPH BUPYCHHU WH(EKIINH, HATIPUMEp:

- BupycHu pecniuparopuu HH(EKINH, TbPBUYHU U BTOPUYHU U UMYHOCYTIPECUPAHU ChCTOSHUS.

- Undexuuu, npuunHEeH OT XepIieCH! BUPYCH: BUpYC Ha xepriec cumiuieke v 1 u 2 (HSV), Bupyc
Ha Bapuuena-zocrep (VZV), undexunn npuuuHenu ot nuromeranosupyc (CMV) u Bupyc Ha Epstein-
Barr (EBV).

- 'enurannu OpanaBuly (KOHIWIOMA aKyMUHATa) - BHHIIHMU JIE3UH (C U3KIIOYEHHE Ha MepHaHaIHU
WM MeaTaJHU MeCTa) KaTo MOHOTepamus UM KaTo JOMbIHEHHE KbM KOHBEHIIMOHAHA JIOKAJTHA UITH
XUPYPTUYHA TePaTIHsL.

Ko>xHu nmuraBuiy, ByJIBOBaruHaIHU (CYOKJIIMHUYHH) WK eHJlolepBUKaliHO cBbp3anu HPV nngexuun
(MHGEKINY C YOBEUIKH MaJIOMEH BUPYC).

- BUPYCHHM XETaTUTH;

- TeXKa U YCI0XKHEHa MOpOUIH;

- IApPOTHT;

- MOJOCTHp ckiepo3upar nanenmnedamut (SSPE);

- BUpYCEH a()TO3EH CTOMATHT;

- pybeomna;

- TpUIIL.

2.INN/AB: Clopidogrel

[Tokazanus:

Bb3pacTHu nanueHTH ¢ aHaMHe3a 32 MHOKapAeH WH(MApKT (0T HIKOJIKO THU A0 35 AHU), UCXEMHUEH
WHCYKT (0T 7-Musl JIeH 10 6-THs MECell) WM YCTAaHOBEHO NepudepHo apTepruaiHo 3a00sBaHe.
Bb3pacTHu manmeHTH ¢ OCThp KOPOHAPEH CUHIPOM:

OcTBbp KOpOHAPEH CHHIPOM Oe3 eeBarus Ha ST-cerMenTa (HecTaOMITHA CTEHOKAP NS HITH MUOKap IeH
uHopapkr 0e3 O-3p0ell), BKIIOUUTEIHO MAllMEHTH HAa KOUTO € MOCTaBEH CTEHT Clie/l MepKyTaHHa
KOpOHapHA UHTEPBEHIIMS, B KOMOMHAIMS ¢ arleTricanuiuioBa kucennHa (ACK).

Octbp MuOKapaeH uHpapkT ¢ eneBuus Ha ST-cermenTa, B komOuHaiwms ¢ ACK npu MeAnKaMeHTO3HO
JIEKyBaHH MAallUBHTH, TOIXOSIIN 32 TPOMOOIUTHYHA Teparusl.
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[IpennasBane oT aTepOTPOMOOTHYHHU U TPOMOOEMOOIMYHN MHIUACHTH MIPH MPEICHPAHO MBXKIICHE.
[Tpu BB3pacTHH MALIMEHTH C IPEACHPAHO MBXKICHE, KOUTO UMAT [TOHE eTUH PUCKOB (PAKTOP 32 CHAOBU
MHIUJICHTH, KOUTO HE ca MOJXOMISAIN 3a JieueHue ¢ antaroHucT Ha ButaMuH K (VKA) 1 kouto uMar
nucbk puck 3a KbPBEHE, Knomuneo e mokaszan B komOunamms ¢ ACK 3a mpeamasBane oT
aTepoTPOMOOTHYHN TPOMOOEMOOINYHN HHIIUICHTH, BKIFOUUTEITHO HHCYIIT.

3.INN/AB: Docetaxel

[Tokazanus: - Pak Ha repaara

- HenpeGHoxkneTpuen 6enoapodeH pak
- Pak Ha npocrarara

- CToMmallleH aJIeHOKapLIUHOM

- Pak Ha riaBaTta u mmusra

4.INN/AB: Tamsulosin

[Tokazanusa: Cumntomu Ha gonHuTe nukounu nbTuma (CHAIIII), cBbp3anu ¢ moOpokauecTBeHa
XUMEPIUTa3us Ha

npocrarara (AI1X).

I11. JlekapcTBen(u) npoaykr(u), kanauaarcreaim(u) 3a IOJHOBSIBAHE na pa3peinenne 3a
ynorpeoda 1o HAMOHAJIHA MpoLeaypa.

1. me (cBoOOIHO M30pano) Ha siekapcTBenus npoaykt: MELOXICAM DANHSON 15 mg/1,5 mli
solution for injection

INN/AB: Meloxicam

[Toka3zanus: 3a KpaTKOCPOYHO CHMIITOMATHYHO JICYCHHE HA OCTPH eK3arepOanuy Ha peBMATOUICH
apTPUT U aHKUJIO3MPAI CIIOHJAMIIUT, KOraTo yrnoTpedara Ha MepopaaiHi U PEKTAIHUA MPOAYKTU HE €
Bb3MOkHa. Menokcukam JIC e mokasaH npy Bb3pacTHU.

2. me (cB0OOHO M30paHo) Ha iekapeTBenus nponykt: SOLIFENAX 5 mg film-coated tablets x 30
INN/AB: Solifenacin

[Mokazanus: CUMIITOMATHYHO JICYCHNUE HA Urge MHKOHTHHCHIMS (OIUIAKBAHE 32 HEBOJIHO M3ITyCKaHE
Ha YpHHA 3a€[JHO C WJIM BeIHAra Ciiejl YCEIIAaHETO 3a HEOTJIOKHOCT) /WM YBEIMYCHA YeCTOTa Ha
yYPUHHUpAHE, ¥ HEYIbPXKUMH TIO3UBH 3a YPUHHpPaHEe, CPEIIAl[d C€ MPU MAlHUCHTH ChC CHHAPOM Ha
CBPBXAKTHBEH [TUKOYEH MEXYP

3. me (cBOoOOAHO M30pano) Ha nekapctBenus npoaykt: ZIDIMCEF TENAMYD 500 mg powder
for solution for injection

INN/AB: Ceftazidime

[Moxazanwmst: [Ipu BB3pacTHU U Je1a, BKIFOUYUTEITHO HOBOPOICHH (OT paKIaHETo):

Ho3okomuanna nueBMOHUS

bponxonynmonanau nH(EKIUK Npu KUcTo3Ha Gpudposa

bakrepuaneH MEHUHTUT

XpOHUYEH CYITypaTUBEH OTHT Ha CPETHOTO YXO

MaJiiHTeH OTUT Ha BBHIIHOTO yXO

VYcnoxxaeHn HHPEKINY Ha MTUKOYHUTE ITHTUIIA

VYcnoxxHeHn HHPEKIUN Ha KOXKaTa U MEKUTE ThKaHU

VYcnoxxHeHn HHTPaadJOMUHATHA HH(EKITUH

WNHdekun Ha KOCTH U CTaBH

[lepuToHUT, CBBpP3aH C JUanu3a MNpU MANUEHTH Ha NPOABIDKUTENHA amOyJaTOpHa
neporoHeanHa nuanusza (CAPD).
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JleueHne Ha MaIMEHTH ¢ OaKTEpUEMUs, KOATO C€ pa3BUBA BB BPB3Ka ChC, UM CE MOJ03UPA, Y€ €
CBBbp3aHa C HAKOS OT UH(PEKIUUTE, N30POCHUTE MO-TOPE.

IedTasuaum Moxe na ce M3MOJ3BAa 3a JIEUEHHE Ha IMOBUIIEHA TeMIleparypa, NpH MalUeHTU C
HEYTPOIICHHUS 32 KOATO e MpeIIoiara, 4e ce AbJKM Ha OaKkTepramHa HHEKIus.

IedTasuaum Moxe a ce U3M0I3Ba 3a NepUOoNepaTUBHA MPOPUIAKTHKA HA HH(EKLIUN HA TMKOYHUTE
IIBTHUIIA MPU MALUEHTH, MTOJIekKAIN Ha TpaHCcypeTpaiHa pe3ekuus Ha npocTtata (TURP).

ITpu n360p Ha nedrazuaum TpssOBa Aa ce UMa MpelBUI AHTUOAKTEPHAIHUS MY CHEKThpP, KOWTO ce
orpaHUyaBa IIaBHO 10 aepoOHu ['pam-oTpunarennu 6akrepun (Bx. TOUku 4.4 u 5.1).

IedTasunum TpsOBa na ce mpuwiara B KOMOMHALMs C JIpYTd aHTUOAKTEpUAIHU CPENCTBA, KOIraTo
BEPOSITHUTE OAKTEPHATIHHU MPUYMHUATENN HE MOMAaT B HETOBHS CIIEKTHP Ha JIeHCTBUE.

TpsbBa na ce oObpHE BHMMaHUME Ha O(MUMAIHUTE MPENOPBKU 3a IpaBUIHA YyHoTpeda Ha
aHTHOAKTEpUAITHU CPEJICTBA.

4. Nme (cBOOOIHO M30pano) Ha jekapcrBeHus npoaykt: ZIDIMCEF TENAMYD 1 g powder for
solution for injection/infusion

INN/AB: Ceftazidime

[Tokazanus: [Ipu Bb3pacTHU U Jie11a, BKIOYUTETHO HOBOPOJIEHH (OT paxaaHETo):

Ho3okoMuaiina mHEBMOHUS

bponxomynmonanau uH(EKIK npu KucTo3Ha Gpudposa

bakrepuasieH MEHUHTUT

XpOHUYEH CyypaTUBEH OTUT Ha CPEIHOTO YXO

ManuHreH OTUT Ha BBHITHOTO YXO

YcnoxHeHn nHGEKINHY Ha TUKOYHUTE MTbTUIIA

YcnoxHeHr HHYEKITNY Ha KOXKaTa U MEKUTE ThKaHH

YcinoxxHeHH HHTPaadAOMUHATHYA UH(EKIHH

Wudeknrn Ha KOCTH U CTaBU

[lepuToHUT, CBBpP3aH C JuaidW3a MpU TANUEHTH Ha NOPOABDKUTENTHa aMOylaTopHa
neporoneanHa auanuza (CAPD).

Jleyenue Ha mainueHTH ¢ OakTepueMus, KOSTO ce pa3BUBa BbB BPb3Ka ChC, HIIM C€ MOJ03UpPa, Ye €
CBBp3aHa ¢ HAKOS OT WH(PEKIMHUTE, H30OPOCHHUTE MTO-TOpeE.

[edrazuaum Moke Ja ce M3MON3Ba 3a JICUCHHE HA TOBHUIIEHA TeMIleparypa, MpH MalHeHTH C
HEYTPOIIEHHUS 3a KOSTO C€ Mperoiara, ue ce AbJDKUA Ha OakTepuaiHa HHGEKIHs.

[edrazuaum Moxke J1a ce U3IM0JI3Ba 3a MEePHOIepaTUBHA MPOQPIIAKTUKA HA HHPEKIIUU HAa TUKOYHUTE
IIBTHUIIA TIPU TTAIMEHTH, TTOJIeKAIN Ha TpaHCcypeTpaiHa pe3ekius Ha nmpocTtata (TURP).

[Tpu u360p Ha nedTazuanm TpsOBa Ja ce MMa MPEABHA aHTUOAKTEPHUAHUS MYy CIIEKTHp, KOHUTO ce
orpaHuyaBa IJaBHO 10 aepoOHu 'pam-oTpunarennu 6akrepuu (Bx. Touku 4.4 u 5.1).

edrazuaum TpsadBa Aa ce mpuiara B KOMOMHAIMS C JPYT'd aHTUOAKTEpUATHH CPEACTBA, KOTaTo
BEPOSTHUTE OAKTEPUATHH MPUYNHUTEIIH HE TIOTAaT B HETOBHSI CIIEKTHP Ha JICHCTBUE.

TpsabBa na ce oObpHEe BHUMaHUE HAa OQUIMATHHUTE MPEMOPHKH 3a NpaBHIHA YIoTpebda Ha
aHTHOAKTEepUATTHU CPEJICTBA.

5. Ume (cBoOOmHO M30paHo) Ha sekapctBenus npoaykT: ZIDIMCEF TENAMYD 2 g powder for
solution for injection/infusion

INN/AB: Ceftazidime

[Toxazanus: [Ipu Bp3pacTHU U Je1a, BKIIOUYUTETHO HOBOPOAEHH (OT paskIaHEeTo):
Ho3okoMuanHa nHEBMOHHUSA

BponxomynmoHanHu HHPEKIMK TpU KUCTO3HA (prOpo3a

bakrepuasieH MEHUHTUT

XpOHHUYEH CYIypaTUBEH OTHT Ha CPETHOTO YXO

ManuHreH OTHT Ha BBHIIHOTO YXO

VYcnoxxHeHn nHQEKIUN Ha MTUKOYHUTE ITTHINA

VYcnoxHeHn HHPEKINN Ha KOXKaTa U MEKUTE ThKaH!
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VYcnoxxHeHn UHTPaabIOMUHAIHN HH(DEKIIUN

Wudekunn Ha KOCTH U CTaBU

[lepuToHUT, CBBpP3aH C JUanu3a MNpU MANUEHTH Ha NPOABIDKUTENHA amOyJaTOpHa
neporoHeanHa quanusza (CAPD).

Jleuenue Ha maMeHTH ¢ OaKTEpUEMUs, KOATO CE pa3BUBA BbB BPb3Ka CbC, UM CE MOJ03UPA, Y€ €
CBBp3aHa C HAKOS OT UH(PEKIUUTE, N30POCHUTE MO-TOPE.

IedTasuaum Moxe na ce M3MO0J3BAa 3a JIEUEHHE Ha IMOBUIIEHA TeMIleparypa, MpH MalUeHTU C
HEYTPOIICHHUS 32 KOATO e MpEeIIoiara, 4e ce AbJKM Ha OaKkTepramHa HHEKIus.

IedTasuaum Moxe 1a ce U3M0I3Ba 3a NepUoNepaTuBHA MPOPUIAKTHKA HA HH(EKLIUN Ha TMKOYHUTE
II'BTHUIIA MPU MALUEHTH, MTOJIeKAIN Ha TpaHCcypeTpaiHa pe3ekuus Ha npoctata (TURP).

ITpu n360p Ha nedrazuaum TpsiOBa Aa ce UMa MpelBUI AHTUOAKTEPHAIHUS MY CIEKThpP, KOWTO ce
orpaHUyaBa IJIaBHO 10 aepoOHu ['pam-oTpunarennu 6akrepun (Bx. TOUku 4.4 u 5.1).

IedTasunum TpsOBa na ce mpuwiara B KOMOMHALMS C JIpYTd aHTUOAKTEpUAIHU CPENCTBa, KOIraTo
BEPOSITHUTE OAKTEPHATIHH MIPUYMHUATENN HE MOMAaT B HETOBHS CIEKTHP Ha JIeHCTBUE.

TpsbBa na ce oObpHE BHMMaHUME Ha O(DHMUMAIHUTE MPENOPBKU 3a IpaBUIHA yrnoTrpedba Ha
aHTHOAKTEpUAITHU CPENICTBA.

JlekapcrBen(u) npoaykr(u), kanauaarcrBam(u) 3a IPOMSIHA na paspeuienue 3a ynorpeoa

1. me (cBOOOIHO M30paHo) Ha jekapctBerus mpoaykr: DONA 1500 mg powder for oral solution
Jona 1500 mg npax 3a nepopasjieH pa3TBop

INN/AB: Glucosamine

[Tokazanus: JleyeHne Ha CHMIITOMHTE HAa OCTCOAPTPHUT BKIIOUUTENHO OO0NKa M (PYHKIIMOHAIHO
OrpaHUYECHHE.

Kaumunarcrsa 3a: [IPOMSIHA

ITpomenn: B.1.4 (C.1.4) Ilpomsna(un) B KpaTkaTa XapakTepucTHKa Ha MPOAYKTa, JaHHUTE BbPXY
OMAKOBKUTE WJIM JMCTOBKAaTa BbB Bpb3Ka C HOBU JaHHU 3a KayeCTBOTO, MPEAKIMHUYHUTE U
KIMHUYHUTE JaHHW WIM JaHHUTE 3a JiekapcTBeHa Oe3omacHocT-Tun II - AxTyanusupane Ha
npoaykroBara uHbopmanus (KXII, JII1, nanHu BBpXYy OMAKOBKUTE M MAKETH HA OMAKOBKUTE) B
cboTBeTcTBUE ¢ Company Core Data Sheet (CCDS) Version 20 June 2024.

Pexxum Ha oTmyckane:
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