KJIIT Ne 2/27.02.2023

M3ITBJIHUTEJIHA ATEHIUA 110 JIEKAPCTBATA

KOMUCHA 3A JIEKAPCTBEHH ITPOAYKTHU

JTHEBEH PEJ

Ha 3acexanue Ha KJIIT Ne 2/27.02.2023

l. Hexsapupane ot wieHoBere Ha KJIII u or ekcneprure u3BbH cberaBa Ha KJIII Ha
BCEKH NMOTEHUHUAJIeH KOH(IMKT HAa UHTEpPecH MO OTHOILICHHE HA BCAKA TOYKA OT

nHeBHus pea na KJIIIL.

1. JlekapcrBen(n) mpoaykr(u), kanauaarcream(u) 3a PASPEIHIEHUE 3A YIIOTPEBA
/PETUCTPALUSA no 4wi.35/ wiu.37 or 3JIIIXM/ PASHINPSABAHE HA OBXBATA
HA PY no HanuoHaJ/iHA nipoueaypa.

1. INN/AB: Sodium picosulphate
[Tokazanus: [IpoaykThT chabpika sodium picosulfate u € mokazaH Mpu JieueHUE Ha KOHCTHITAINAS ¥ TIPU
CBCTOSIHUSI, KOUTO U3MCKBAT YJICCHSBaHE Ha e eKanusTa.

2. INN/AB: Inosine pranobex

[Tokazanusa: IlpogykTsT chabpxka inosine acedoben dimepranol m e mokaszaH 3a J€4eHHE WU
MOBJIMSIBAHE HA MMOTUCHATUS WM YBPEJCH KJIEThbU€H UMYHHUTET U Ha KIMHUYHATA CUMIITOMaTHKA IpU
BUPYCHH WH(EKIIUH, HATIPUMeEp:

- I'pUN/BUPYCHU UH(PEKIMH HA TUXATEIHUTE IBTHILA,

- XepIiec CUMILIEKC;

- XepIIec 30CTep;

- a(TO3eH CTOMATHUT;

- nanuioMa BUpyc (KOHIWIOMa aKyMHUHATa);

- BUPYCHH XCTIaTUTH;

- Enmaitu-bap-supycHu nndexunu;

- UTOMETATOBUPYCHA MH(EKIIHS;

- HOJOCTBP CKJIEPO3Upalll TaHEHIeauT;

- pyOeosta u BapuIiena;

- MopOuIH;

- 3aylIlKa.

3. INN/AB: Tamsulosin

ITokazanus: IlponykTrsT chabpxka solifenacin succinate/tamsulosin hydrochloride u e moxaszan 3a
JieueHre Ha YMEPEHU JI0 TEXKKH CHUMIITOMH Ha ChXpaHEeHHe (HEOTJIOKHOCT, MOBHIIEHA YECTOTa Ha
ypUHHMpaHE) U CUMIITOMHM Ha U3Ipa3BaHe, CBbP3aHU C JOOpOKAadeCcTBEHA MPOCTAaTHA XHIEPILIA3Us
(AI1X) npu Mbke, KOUTO OTTOBAPAT HEAIEKBATHO Ha JIEYEHHE C MOHOTEpaIus.
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4. INN/AB: Suxamethonium chloride

ITokazanus: IIponenypu, KOUTO U3UCKBAT KPAaTKOTpaliHa pellakcalys Ha CKEJIETHATa MyCKyjarypa -
EHJ0TpaxeaJlHaTa MHTYOAIUs 3a XUPYPrHYECKH HWHTEPBEHIIMM, HaMECTBaHE Ha (QPaKTypu H
JAUCJIOKaluu, o6neanBaHe Ha KpaMITMTC 10 BPEMC Ha CJICKTPOIIOKOBA TCpaIIH.

5. INN/AB: Suxamethonium chloride

[Tokazanus: Ilpouenypu, KOMTO U3UCKBAT KPATKOTpailHA peslakcallvsl Ha CKeJIeTHaTa MycKyJjaTypa -
SHJIOTpaxeayiHaTa WHTYOAlus 3a XHPYPTUYECKH HWHTEPBEHIIMM, HAaMECTBaHE Ha (QPaKTypu W
JAUCJIOKalu, O6J'IGKLIaBaHe Ha KpaMITIUTE I10 BpEMC Ha CIICKTPOIIOKOBa TCPAIIuns.

I11. JlekapcTBen(n) npoaykr(u), kanauaarcream(u) 3a [IOJHOBSIBAHE na pa3peumenne 3a
ynorpeda 1o HAMOHAJIHA MpoLeaypa.

1.1me (cBoOOaHO M30pano) Ha jekapcTBenus npoaykr: VARDENAFIL STADA 5 mg film-coated
tablets

INN/AB: Vardenafil

[TokasaHus: JIeYCHHE HA SPEKTIIIHA TUCHYHKIIHUS TPU Bh3pAaCTHU MbKe. EpekTuiHaTa TuchyHKIUS €
HEBBH3MOKHOCTTA J]a C€ MOCTUTHE WY MOIbPKa epeKIIHsl Ha MeHKca, Heo0X0IMMa 3a YCIICIIeH MOJIOB
aKT.

3a na 6pae epextuBHa Bapnenadun EC [T EM e Heob6x0auMo cekcyaaHO CTUMYTUpPAHE.

2. me (cBoOOaHO M30pano) Ha nekapctBenust npoaykt: VARDENAFIL STADA 10 mg film-coated
tablets

INN/AB: Vardenafil

[Tokazanwms: JleueHrne Ha epeKTHIIHA TUCYHKIUS TIPU BB3PAaCTHU MBke. EpekTunHara auchyHKIus e
HEBB3MOXKHOCTTA J1a c€ IOCTUTHE WM MOIbpKa epeKLns Ha IEeHUca, He0OX0IMMa 3a yCIIEeLIeH 0JI0B
aKT.

3a na 6b1e edpexruBHa Bapnenadun EC [T EM e Heo6X0anMo ceKCyaaHO CTUMYIIHpPAHE.

3. Nme (cBoOO1HO M30pano) Ha ekapcetBenus nmpoaykt: VARDENAFIL STADA 20 mg film-coated
tablets

INN/AB: Vardenafil

[Tokazanus: JleueHne Ha epekTuiIHA TUCHYHKIUS IPU Bb3pacTHU Mbxke. EpexTunnara auc@yHkuus e
HEBB3MOXKHOCTTA J1a c€ IOCTUTHE WJIN MOAIbpIKa epeKIUs Ha TeHNca, He00X0/JMMa 3a YCIIEIIEH M0JI0B
aKT.

3a na 6b1e epexruBHa Bapnenadun EC I[IM EM e Heo0X0oaMMO ceKCcyaTHO CTUMYJIUpPAHE.

4. Nme (cBOOOIHO M30paHo) Ha JekapctBenus npoayktr: IBUPROM 100 mg/5 ml oral suspension
INN/AB: Ibuprofen

[Tokazanwus: TemnepaTypa ¢ pa3inyeH MPOU3XO0J] BKIFOUUTEIHO MPUYHMHEHA OT BUPYCHH MH(EKIIUU U
HE)KEJTaHW PEaKIMK OT BaKCHHAIIHH.

Jlexu 10 yMepeHU OOJIKH C pa3iIuyieH MPOU3XO/I;

- TJIaBO0OIME;

- 0OJIKH B I'BPJIOTO U MYCKYJIMTE (HAIP. IPUYMHEHU OT BUPYCHU MH(DEKIINN);

- OOJIKM B MYCKYJIUTE, CTABUTE U KOCTUTE, IPUIMHEHHU OT HApPaHsABaHUS Ha CKEIETHOMYCKYIIHHUS arapaT
(pasTexxeHus1, HABSIXBAHHUS);

- OOJIKY TIPUYHMHEHH OT HapaHsIBaHMs HA MEKMTE ThKaHHU, IOCTOTIEPATHBHU OOJIKH;

- 36000051, 60TKH cien 3p00IeueHue, 00K MPUIUHEHN OT HUKHEHE Ha 30U,

- OOJIKY B YIIUTE MPUYUHEHH OT Bh3MAIICHUE HA CPEIHOTO YXO.
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5. Nme (cBoOOIHO M30paHo) Ha JiekapcTBeHus npoaykt: IBUPROM OPTIMA 200 mg/5 ml oral
suspension

INN/AB: Ibuprofen

[Tokazanwus: TemnepaTypa ¢ pa3InyeH MPOU3XOJ] BKIFOUUTEITHO MPUYMHEHA OT BUPYCHH HH(EKINU 1
HEXEJIlaHW PEeaKIMy OT BAaKCHHAIIUU.

Jlexu 10 yMepeHH OOJIKH C pa3iIuveH MPOHU3XOJI:

- TJIaBO0OIIHE;

- OOJIKY B I'bPJIOTO U MYCKYJIUTE (HAIp. MPUYMHEHU OT BUPYCHU UH(EKIIUN);

- OOJIKU B MYCKYJIUTE, CTABUTE U KOCTUTE, IPUIMHECHU OT HApaHSIBAHUS HA CKEJIETHOMYCKYITHHS arapat
(pa3Te)xeHMs1, HAaBIXBaHMS ),

- OOJIKM MPUYHMHEHU OT HapaHSBaHUS HA MEKUTE ThKaHU, IOCTONIEPATUBHH OOJIKH;

- 3000011, OOJIKH cJie]] 3b00JIeUeHIE, O0KY TPUYMHEHN OT HUKHEHE Ha 30U,

- OOJIKM B YIIIUTE MPUYUHEHH OT BH3MAJICHNE HA CPEAHOTO YXO.

6. me (cBoO01HO M30pano) Ha nekapctBeHus npoaykt: AMLODIPINE ECOPHARM 5 mg tablets
INN/AB: Amlodipine

[Tokazanusi: TMOKa3aH TMPH XHUIEPTOHHS, XPOHWYHA CTaOWIIHA CTEHOKApIHs, Ba30CIACTUYHA
cTeHoKapaus (aHruHa Ha Prinzmetal).

7. me (cBOOOAHO M30pano) Ha jekapctBerus npoaykt: NEBIVOLOL ECOPHARM 5 mg tablets
INN/AB: Nebivolol

[Toka3zanwusi: HeOuBOIIOI € MOKa3aH Mpu Bb3PACTHH 32 JICUCHUE Ha:

- €CCHIIMATHA XUIIEPTOHHUS;

-cTaOMIIHA, JIEKa JI0 yMEepeHa XPOHUYHA ChPJICYHA HEIOCTAThYHOCT, B IOITBJIHEHUE KbM CTaHIapTHATA
Tepanusi Ipyu NalMeHTU B cTapyecka Bb3pacT (Haa uiu Ha 70 TOAUHM).

8. Mme (cBOOOAHO M30paHo) Ha jekapcTBenus npoaykt: FOSFOSEPTIC 3 g granules for oral
solution

INN/AB: Fosfomycin

ITokazanus: JledeHne Ha OCTpH, HEYCIOXXHEHM WHGeKIuu Ha AonHuTe nukouHu nbrumia (UTI),
IIPUYMHEHU OT MaTOT€HH, YYBCTBUTEIHU KbM (POCPOMULIMH, IIPU KEHU U MOMUYETa HaJ 12 roauiiHa
BB3pacT, KaKTO W 3a npoduiakTHka Ha MH(PEKIMH Ha NMHUKOYHUSA TPAKT NPU JUATHOCTHYHU U
XUPYPrUYHU IPOLEAYPH, BKIIFOUBALIH TOJIHUTE TUKOYHU IBTUILA MIPU BB3PACTHU MBKE U JKEHHU.

9. me (cBOOOHO M30pano) Ha siekapcTBenus npoaykt: BESTAREN 25 mg film-coated tablets
INN/AB: Dexketoprofen

[MToka3zaHusi: 32 CHMIOTOMATHUYHO JICYEHHE Ha JIeKa JI0 yMepeHa 0oJjika, Hamp. B MYCKYJIO-CKeJIeTHATa
cucTema, Ipu AUCMeHopest U 35000011

10. me (cBoOOIHO M30paHo) Ha sekapcTBeHus mpoaykr: TRAMADOL COMBO 37,5 mg/325 mg
film-coated tablets

INN/AB: Tramadol and paracetamol

[MTokazanwms: Tpamamon Kom06o e mokaszaH 3a CHMITOMAaTHYHO JICUCHHE Ha yMepeHa J0 CHIHA 0O0JKa.
Ynorpebara Ha

Tpamagon KomOo Tpsi6Ba 1a 6b/1e orpaHuyeHa caMo Mpy NalMeHTH, IPU KOUTO C€ MPELeH!, Ye
yMepeHarta JI0 CHJIHa 00JIKa M3MCKBa KOMOMHUPAHETO HA TPaMaJIoJl U IapameTamMo.

IV.  JlekapcrBeH(u) mponykr(u), kanauaarcreani(u) 3a [IPOMSIHA na pa3pemeHue 3a

ynorpebda
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1. me (cBOOOIHO M30paHo) Ha nekapcrBenus nponykt: HIDROFEROL 0,266 mg capsules, soft
INN/AB: Calcitriol

[Tokazanus: Jleuenne Ha neduuut Ha ButamuH D (25(OH)D nuBa < 25 nmol/l) npu Bb3pacTHu.
[IpeBennus Ha AeUIUT HA BUTaMUH D mpu BB3pacTHU C YCTAHOBEHU PUCKOBE KAaTO MPU MAllMEHTU
CbC CHHIPOM Ha ManabcopOIrusi, XpOHHYHO OBOpeyHO 3aboisiBAaHE - MHHEPATHO W KOCTHO
pasctpoiictBo (Xb3-MKP) unu apyru yctTaHOBEHH PUCKOBE.

OcTteomnopo3a npu MarueHTy ¢ AeUIUT Ha BUTAaMUH D uiu puck ot n1eduuuT Ha BUTaMuH D:

" Karo amtoBanT 3a crienuu4HO JeUeHUEe Ha OCTE0Nopo3a;

Karto amroBanT 3a crnenuduyHa MPEeBEHIMS Ha OCTEONOPO3a/0CTEONEHUs, MPEeIU3BUKaHa OT
JICYEHUE C JIEKAPCTBEHU MPOAYKTH, ChBbPKAIIU KOPTUKOCTEPOUTH.

[Tpomenu: B.1.5.6 (C.1.5.b) [IpomsHa B pexxuMa Ha OTITyCKaHE Ha JIGKAPCTBEH MPOAYKT, Pa3peiieH 1o
LEHTpaJIu3upana rnpoueaypaBcuuku octananu npoMeHu B pexkuMa Ha otnyckane-Turn Il - mpomsina B
peKuMa Ha OTIYCKaHe Ha JEKapCTBEHUS MPOAYKT OT TaKbB

"ITo snexapcko npeanucanue'’, Ha "JlekapcTBeH NMPOIAYKT KOWTO ce OTIyCKa 0e3 JIeKapCKo
npeanucanue'

2. Nme (cBoOOHO M30paHo) Ha nekapctBenus npoaykt: THERAFLU COLD AND FLU EXTRA
STRENGTH 650 mg/10 mg/20 mg powder for oral solution

INN/AB: other cold combination preparations

[Tokazanusa: TEPADJIY ITPOCTYAA U I'PUIlI YCUJIEHA ®OPMYVYIJIA e noka3aH 3a je4eHUE HA
CUMIITOMH Ha IIPOCTY/1a ¥ TPUII KaTO BUCOKA TEMIIEpATypa, IPUAPYKEHA C BTpUCaHE, OOJIKU B TSIIOTO,
r71aBo00JIMe, 3aMylIBaHe Ha HOCA U CUHYCUTE, KUXaHe U Tevalll HOC.

IIpomenu: B.1.4 (C.1.4) Ilpomsna(u) B KpaTkara xapakTepucTuka Ha HPOAYKTA, JAHHUTE BBPXY
OMAKOBKUTE WM JHUCTOBKaTa BBHB BPb3KA C HOBU JAaHHU 3a KAueCTBOTO, MPEIKIMHUYHUTE U
KIMHUYHATE JaHHU WM JaHHWUTE 3a JiekapcTBeHa Oe3omacHocT-Tum Il - AkTyanusupane Ha
npoaykroBara uaopmarus (KXIL, JIIT u qanauTe BbpXy OMakoBKUTE) B pe3ynrtaT Ha oOHoBeH Global
Data Sheet (GDS), moakpeneno ¢ Addendum to Clinical Overview (ACO).

V. AOKJIAIBAHE HA JIII, otao:xen(u) ¢ pemienue Ha CK u Apyru BbIpocu, CBbpP3aHu
¢ JIeKapCTBEeHAaTa peryJjanus Wi Apyro.

1. me (cBoGOaHO M30pano) Ha aekapcTBerus mpoaykT: LOMEXIN 600 mg vaginal capsule, soft
Jlomekcun 600 mg BarmHaJIHA KalcyJa, MeKa

INN/AB: Fenticonazole

[Tokazanus: Kanaunos3a Ha reHUTaIHATa JIMTaBULA (BYJIBOBAaTMHUT, BATMHUT, TEUEHU).

[Ipomenu: IlpomsiHa B pexxnma Ha npeanucBane-Tumn II - [Ipomens ce pexxnma Ha otiiyckane ot "Ilo
nekapcko npeanucanue” Ha "be3 nekapcko npennucanue’.
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