KJIIT 5/12.05.2025

N3ITBJIHUTEJIHA ATEHIIUSA 11O JIEKAPCTBATA

KOMUCHA 3A JIEKAPCTBEHU ITPOAYKTHU

JTHEBEH PEJ

Ha 3aceqanue Ne 5/12.05.2025

|. lexaapupane ot 4jeHoBere Ha KJIII u or ekcneprure m3BbH cbeTraBa Ha KJIII Ha Bceku
NOTeHIHAJIeH KOH(IUKT HAa MHTepecH MO OTHOIIEHHE HA BCSKA TOYKA OT JHEBHHUSI pel Ha

KJIII.

Il. JlekapcrBen(u) mpoaykr(u), kanguaarcrBam(u) 3a PASPEHIEHUE 3A YIHOTPEBA
/PETMCTPALUSA o win.35/ w1.37 ot 3JIIIXM/ PASILIUPSIBAHE HA OBXBATA HA PY no
HAIHOHAJIHA TIPOLeNYpA.

1.INN/AB: Acetylsalicylic acid

[Tokazanus: ACIIO IIpoTekT e mokaszaH Mpu Bb3pacTHU 3a:

* HaMaJIsIBAaHE PUCKA OT CMBPTHOCT IPU CBMHEHHUE 32 OCTHP HH(APKT HA MUOKAP/IA,

* HaMaJIsIBaHE pUCKa OT 3a00JIeBa€MOCT U CMBPTHOCT MPH MpeKapaH MHPAPKT Ha MUOKap/a;

* BTOpHYHA POPUITAKTHKA Ha HHCYIIT;

* HaMaJIsIBaHE PUCKA OT MPEXOAHU UCXEMHYHHU aTaKu U MHCYIT IPU TE3U MAIlUEHTH,

* HaMaJIsIBaHE pUCKa OT 3a00JIEBAEMOCT U CMBPTHOCT IIPH JIMLIA ChC CTAOMIIHA U HECTAOMIIHA
CTCHOKApAMS;

* HaMaJIIBaHE PHCKa OT IbPBH MH(APKT HA MUOKapAa MPH JIMIA ChC ChPIEYHO-CHIOB PHUCK (3aXapeH
nuabeT, XUMepIunuIeMusl, XUTIePTOHUS, 3aTIbCTSIBaHe, TIOTIOHOMYIIIEHE, HAallpeIHala Bb3pacT);
* IpeBEHIUS Ha TPOMOEMOOIN3BM Cliel] ChJIOBH U APYTU XUPYpruuHU UHTepBeHUuH, KaTo PTCA,
CABG, kapoTuHa eHIapTEPEKTOMUS, ApTEPUOBEHO3HU IIIFHTOBE;

* nmpo¢uIaKTUKa Ha JBJI0OKA BEeHO3HA TpoMO03a 1 OenopoOHa eMOoIus cliell PO IbIKUTETHA
UMOOUITU3aIs, HAMp. B CIIy4au Ha rojisiMa XUPyprudHa HHTEPBEHIIUS.

2.INN/AB: Colchicine

[Tokazanus: [IponykTsT chabpxka Colchicine u e mokaszas npu:

Br3pactaun

- Konxununa ®@apm/lenukT e moka3aH 3a Je4eHUe Ha OCTPHU MPUCTHIIN Ha ToJarpa.

- Konxummu ®@apm/leaukT e mokasaH 3a npoQuiakTHKa Ha IPUCTBII Ha MoJlarpa o BpemMe Ha
3arnoy4yBaHe Ha MOHMKaBallla ypaTuTe (AHTUXUIEPYPUKEMHUYHA) Teparnusl.

Bb3pacTHu 1 nequaTpuyHK MalUEHTH

Konxuuun ®@apm/lenukr e nokazan npu @ammina CpennzemHoMopceka Tpecka (Familial
Mediterranean Fever, FMF) 3a npo¢uiakTika Ha MPUCTHITN U MPEIOTBPATIBAHE HA aMUJIOMI034.

3.INN/AB: Fesoterodine fumarate

[Tokazanus: [IpoaykTsT chabpika Fesoterodine fumarate u e mokaszaH 3a jJe4eHHE HA CHMITTOMUTE
(mo-yecTo ypUHUpPAHE W/UIM HEOTIONKHH MO3UBH 32 YPUHUPAHE W/WIIM NHKOHTUHEHIINS ), KOUTO MOXKe
7la ce TOSIBAT NP BB3PACTHU NMAIIMEHTH ChC CHHAPOM Ha CBPBXBB30YAUM IMTUKOUYCH MEXYP.
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4.INN/AB: Benfotiamine

ITokazanus: Jluncara Ha Butamuuu Bl, B6, B12 npuunnsBa pa3nnyHy HapylIeHHUs Ha HEPBHATA
cucrema..

bendoneBpoBHT ce u3Mon3Ba 3a OTCTpaHsBaHe Ha Aedunura Ha BuTamuan B1, B6 u B12, kakTo u
IIPU KOMIUIEKCHOTO JIeYeHHE Ha 3a00JI1BaHNUs Ha HEPBHATA CUCTEMA C PAa3JInYEeH IPOU3XO/:
BB3NAJIUTEIIHU

HEBPOJIOTUYHHU 3a001sIBaHUs (HEBPUTH); HEBPOJOTMUYHH 3a00JI1BaHUS ¢ OOJIKOB CHHIIPOM
(HeBpaTHN); IPU YBPEKIAHE HA HEPBUTE (HAIIPUMEp MOpaIu AHA0ET, 3JI0yIoTpeda ¢ aaIKoXo U
1p.); MUTpEHa; 00JIE3HEHN MYCKYJIHU AUCTOP3UH; CHHAPOM Ha JIpa3HEHE Ha HEPBHUTE KOPEHYETa Ha
rpbOHaYHUs CTHIO (pauKylIapeH CHHIPOM); CHHAPOM Ha IIMIHUS NpeluieH (IepBUKaITHO-
OpaxuajieH CUHJPOM); YCIOXKHEHUE Ha XepIec 30CTep; Napajan3a Ha JIULEBUS HEPB, KAKTO U IIPU
IPOABJDKUTENIHU O3/IpaBUTEIIHU IIPOLIECH IIPU MALIMEHTH B CTapyecKa Bb3pacT.

5.INN/AB: Dexamethasone

Ilokazanus: Jleuenue Ha IIOJAaT/IMBU Ha CTCPOHNAHA TCpaIlnd, HCI/IH(beKI_[I/IOBHI/I BBI3MMAJIUTCIIHU U
anepquH CBbCTOAHUA Ha KOHIOHKTHBATA, pOFOBI/IHaTa n HpeI[HI/Ifl CEIMCHT Ha OKOTO, BKIIFOUHUTCIIHO
IIOCT-OIICPATHBHO BB3IIAJICHHUC.

6.INN/AB: Nimesulide

[Tokazanus: Jleuenue Ha octpa Oonka (BuxTe Touka 4.2).

HEOJINH e nectepounno npotuopb3nanutento gekapctso (HCIIBC) ¢ ananretnynu
(06e300msBaIIH, OOJIKOYCITOKOSBAIIN) U aHTHITHPETHYHY (TIOHMKABAIIN TEMIIEpaTypaTa) CBOHCTBA.
[Ipunara ce 3a euyeHue Ha ocTpa O0JIKa, KAKTO U 3a JIeUeHHUE HAa MEHCTPYaTHH OOJIKH.

HEOJIMNH Tps6Ba 1a ce npeanuca caMo KaTo JIeUeHUe OT BTopa JinHuA. Pemienuero na ce
MIpeIuIe HUMEe3YyIHl TpsiOBa JJa ceé OCHOBaBa Ha OIICHKA Ha OOILIUTE PUCKOBE MPU OT/ICITHUTE
nanueHTu (Bxrte Touku 4.3 u 4.4).

7.INN/AB: Dabigatran etexilate

IToxa3zanus: [IbpBUYHA mpeBeHIMs Ha BeHO3HU TpoMOoembomnyunu csouTtust (VTE) npu Bb3pacTHu
MAIUEHTH, MTOIJIO’KEHHU Ha MJIAHOBO ISUIOCTHO IPOTE3MpaHe Ha Ta300eIpeHara cTaBa Wiy ISUI0OCTHO
IIPOTE3UpaHE Ha KOJISIHHA CTaBa.

Jleuenune Ha VTE u npeennus Ha peuuausupamy VTE npu nequatpuyHy NanueHTH OT PaXk1aHETO
1o nox 18-roauiiHa Bb3pacT.

3a MoIX 01U 32 Bh3pacTTa 1030BU (popMu BxK. Touka 4.2.

8.INN/AB: Dabigatran etexilate

[Tokazanus: [IspBUYHA IpeBeHIIUA HA BeHO3HU TpoMboemOonmnyunu cuoutus (VTE) npu Bp3pacTHr
MAIUEHTH, MTO/IJI0KEHHU Ha MJIAHOBO ISUIOCTHO MPOTE3MpaHe Ha Ta300eIpeHara cTaBa Uiy ISUI0CTHO
MpOTEe3UpaHe Ha KOJISTHHA CTaBa.

Jleuenune Ha VTE u npeBennus Ha pennausupany VTE npu nequatpuyHu NanueHTH OT PaXk1aHETO
1o noj 18-roauniHa Bb3pacr.

3a MoIX 01U 32 Bh3pacTTa 1030BU (popMu BXK. Touka 4.2.

9.INN/AB: Dabigatran etexilate

[Tokazanus: [IspBUYHA IpEeBEHIIUS HA BeHO3HU TpoMboemOomnunu cuoutus (VTE) npu Bp3pacTHr
MAIUEHTH, MO/JI0’KEHHU Ha MJIAHOBO ISUIOCTHO MPOTE3MpaHe Ha Ta300epeHaTa cTaBa Uil IsUI0CTHO
MpOTEe3UpaHe Ha KOJISTHHA CTaBa.

Jleuenune Ha VTE u npeBennus Ha peuuausupamy VTE npu nequaTtpuyHy NanueHTH OT PaXk1aHETO
1o noj 18-roauniHa Bb3pacr.

3a moaX oIy 32 Bh3pacTTa 1030BH (PopMHU BK. Touka 4.2.
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10.INN/AB: Diclofenac diethylamine

[Tokazanus: Bb3pacThu u toHomM Haj 14 ronunu

3a obnekuaBaHe Ha 0oJikaTa, HAMaJIIBaHE HAa OTOKA U BB3IMAJICHHUETO MPU:

- TpaBMu Ha MEKUTE THKAaHHU: TPABMH Ha CYXOXKUIIMUATA, TUTAMEHTUTE, MyCKYJIUTE U CTABHTE,
IBbJIKAILY CE HA HAaBAXBaHUs, U3KbIUBAHUS, PA3TEKEHUs, HATbPTBAHUS U OOJIKU B I'bpOa
(crIOpTHM TpaBMH);

- Jlokanusupanu ¢popMu Ha U3BBHCTABEH PEBMATU3bM: TEHAWHUTH (HAlIpUMEp TECHHC JaKbT),
OypcUTH, CHHIPOM paMO-pbKa U MEPHAPTPOIIATHSL.

Bo3pactau (Hax 18 rogunm)

3a obnexuaBaHe Ha O0JIKAaTa MPU OCTEOAPTPUT HA KOJICHETE WM IPBCTUTE.

Jlokanusupanu ¢popMu Ha lereHepaTUBHU CTaBHU 3a00JIIBaHMsI, HAPUMEP OCTEOAPTPUT Ha
nepudepHUTE CTaBH.

11.INN/AB: Dexketoprofen
IToka3anusa: CUMITOMATHYHO JI€UEHHE Ha JeKa A0 YMCPCHa 60J‘IKa, Hallp. B MYCKYJIHO-CKCJICTHATa
cucTeMa, Ipu AUCMEHOopest U 35000011

I11. JlekapcTrBen(u) npoaykr(u), kanauaarcream(u) 3a [IOJHOBSIBAHE na pa3pemenue 3a
ynorpeda mno HAMOHAJHA MPoOLETyPA.

1.Mme na nexapcrBenus npoaykt: T1YOZID 4 mg tablets

INN/AB: Thiocolchicoside

[Tokazanus: ANOBaHTHO JieYeHUE HA OOJIE3HEHH MYCKYJHU KOHTPAKTYpH MPU OCTpa rpbOHAYHO-
MO3bYHA MATOJOTHS IPU B3PACTHHU U IOHOIIH Ha 16 TOAMHU U TIO-TOJIEMHU.

2. me nHa nexapcrBenus npoaykt: FLURBIMED MINT 8,75 mg compressed lozenges
INN/AB: Flurbiprofen

[Toka3aHus: MOKa3aH 3a KPATKOCPOUHO CUMIITOMATHYHO JICYCHHE Ha BB3MAICHO I'bPJIO MIPU
BB3PACTHH | jiera Haj 12- ToquIIHa Bh3pacT.

3. Nme Ha nekapcrenus npoaykt: MORIVID 200 mg film-coated tablets

INN/AB: Hydroxychloroquine

ITokazanus: Be3pacTHu:

[IpeBeHLIMs U IeUeHUE HA MaJlapusl.

PeBmarousien aptpur.

Jleuenune Ha TMCKOUECH U CUCTEMEH JTyIyC EPUTEMATO3YC.

JlepMaToIoTuyHU HApYIIEHUS, TPUYMHEHH WIJIA U30CTPEHU OT CI'bHYEBA CBETIMHA.

Hena (max 6 ronunu u Hax 31 kg):

JleyeHre Ha IOBEHWJIEH UAMONATUYEH apTPUT MpH Jena (B KOMOMHALINS C APYTU TEPAun).
JleyeHne Ha TUCKOUIEH U CUCTEMEH JIYIIyC EpUTEMATO3YC.

4. Vme na nexapctBenus npoaykt: IBURAPID KIDS 100 mg/5 ml oral suspension

INN/AB: Ibuprofen

[Tokazanus: 3a 6bp30 U eeKTUBHO MOHUKABAHE HA MTOBUIIICHA TeJIECHA TEMIIEpaTypa, BKIIOYUTEITHO
clie]] UMYHHU3alluU U 3a 0bp30 U eheKTUBHO 00JIeKYaBaHe Ha JieKa JI0 yMepeHa 0oJika mpu
BB3MAJICHUE HA I'bPJIO, HUKHEHE Ha 350KHU, 35000051, OOJKH B yIIUTE, T1aBO0ONINE, cllabu OOJKH U
HaBSIXBaHUS.
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5. me na nexapcereenus npoaykt: MINOCYCLINE ECOPHARM 100 mg capsules, hard
INN/AB: Minocycline

[MTokazanwust: [IpoAyKTHT ChIBPIKAa MUHOLMKIIMH U € IOKa3aH MPH Bb3PACTHHU U Jiena Haj 12 roanHu
[IpY JIeYCHNUE HA MH(ECKITUHU, MPUIUHEHU OT YyBCTBUTEIHH [ paM-monoxurendu u [ paM-oTpuriatrensu
MUKPOOPTI'aHU3MH, H TTO-KOHKPETHO MPU CIICAHUTE HH(DEKINN:

- Undexnun Ha KoxaTa: aKkHe;

- Undexknumn Ha TUXaTeTHU MBTUILA: THEBMOHHS, MPUI00HUTA B 0OIIECTBOTO; OeoapodeH adcriec;

- MH(exnum Ha CTOMANTHO-YPEBHUSI TPAKT: OCTHP XOJCIUCTHT; XOJAHTUT; OaKTepHuaaHa U aMeOHa
TM3CHTEPHS,;

- MH(exum Ha MMKOYHUTE IBTHINA: TUEIIOHEPPUT, TTHEITUT, POCTATUT, IIUCTUT, HETOHOPECH
ypetput, npuuanHeH oT Ureaplasma urealyticum u Chlamydia trachomatis;

- l'maexonornyan nHQGEKUN: HHPESKITUU, PA3BUIIU CE CIE paKIaHe Wi a00pT, METPUT U aTHEKCUT
Haii-yecto npuunHeHu ot Chlamydia trachomatis.

Munonukima Exodapm e mokas3aH 3a npoHIaKTHKa Ha MCHUHTOKOKOB MEHUHTHT TTPH HOCUTEIH Ha
Neisseria meningitidis.

TpsbBa 1a ce umat npeaBua OPUITHATHUATE TPEOPHKU 32 TIPABHIIHA YIIOTpeOa Ha aHTHOAKTePUATHH
CpeicTBa.

IV. JlekapcrBen(n) mpoaykrt(u), kanauaarcrBami(u) 3a [NPOMSIHA na pa3spemenue 3a,
ynorpeoda

1.Mme na nexapcrBenus npoaykt: COPAXONE 40 mg/ml solution for injection in pre-filled
syringe

INN/AB: Glatiramer acetate

[Tokazanus: KomakcoH e rmokasaH 3a jeueHue Ha peluanBUpaly GopMU Ha MHOKECTBEHA CKJIepo3a
(MC) (Bx. Touka 5.1 3a BaxkHa HH(pOpPMAIM OTHOCHO MOMYJIALUATA, IPU KOSITO HE € YCTaHOBEHA
e(uKacHOCT).

KonakcoH He e nmokasaH npu MbpBUYHA UM BTOpUYHA nporpecupaiia MC.

Kaunmunarcrsa 3a: [IPOMSIHA

ITpomenu: B.1.4 (C.1.4) [Ipomsna(u) B KpaTkaTa xapakTepucTHKa Ha IPOIYKTa, JaHHUTE BbPXY
OTIAaKOBKUTE WUJIU JINCTOBKATa BbB BPb3Ka C HOBU JIaHHU 32 KaYECTBOTO, MPEAKINHUYHUTE U
KJIMHUYHUTE JaHHU WM JAaHHUTE 3a JekapcTBeHa 6e3onacHocT-Tun II - akryanusupane na KXII B T.
4.5 BzaumopeicTBHE ¢ APYTHU JIEKapCTBEHU MPOAYKTH U APYyru GOpMHU Ha B3aUMOJIEHCTBHE
(B3aMMOEHCTBUE Ha TIaTHpaMep aleTar ¢ koprukoctepouu) B cbotBercTBUE ¢ KXII Ha Copaxone
20 mg/ml solution for injection in pre-filled syringe, Bb3 OCHOBa Ha aHATM3MPAHU KIMHUYHH JaHHH
ot mpoyuBane GALA (ITpotokon Ne MS-GA-301), moakpernieno ¢ Addendum to the Clinical
Overview.

2. Nme (cBoOOIHO M30paHo) Ha nekapctBerus nmpoaykt: CATHEJELL WITH LIDOCAINE 17.31
mg/g + 0.5 mg/g gel

INN/AB: Chlorhexidine, Lidocaine

[Tokazanus: 3a aHecTe3Hs Ha JIMTABUIIUTE KAaTO TyOpPUKAHT MPU

- KaTeTepHu3aIns, COHIN U CHIOCKOIIHSI,;

- TpaxeajaHa UHTYyOaIus

Karexen ¢ JIunokaiiH e mokasaH nmpu Bb3pacTHU , FOHOIIM (Ha Bb3pacT ot 12 1o 18 rogunu) u

nerna (Ha Bb3pact ot 2 10 11 ronuHmn)
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