KJIIT Ne 2/11.03.2024

N3ITBJIHUTEJIHA ATEHIUSA 11O JIEKAPCTBATA

KOMUCHA 3A JIEKAPCTBEHU ITPOAYKTHU

JTHEBEH PEJ

Ha 3aceganue Ne 2/11.03.2024

l. Hdexnapupane or wieHosere Ha KJIII u ot excneprure u3BbH cberaBa Ha KJIII na
BCCKH MOTCHIHAJCH KOH(IMKT HAa MHTEpecH IO OTHOIICHHE HA BCAKA TOYKA OT

nHeBHus pea na KJIIIL.

1. JlekapcrBen(n) npoaykr(u), kanauaarcream(n) 3a PASPEIIEHUE 3A YIIOTPEBA
/PETUCTPALUSA no 4i1.35/ 4in.37 or 3JIXM/ PASIIUPABAHE HA OBXBATA
HA PY no HanuoHaJ/IHA nipoueaypa.

1. INN/AB: Fosfomycin

IToka3zanus: JleyeHue Ha OCTBP, HEYCIOKHEH LIUCTUT IPU KEHU U JCBONKU.

[lepuoneparvBHa aHTHOMOTHYHA MPOQPHUIAKTHKA NIPU TPAHCPEKTalIHa OMOICHS Ha MpocTararta Mpu
BB3PAaCTHU MBXKE.

TpsiOBa na ce 00bpHE BHUMaHKUE HAa OQPHUIIMATTHOTO PhKOBOACTBO OTHOCHO MOAXOAdIIaTa ynoTpeda Ha
aHTHOAKTepUAIHU areHTH.

2. INN/AB: chlorzoxazone
[Tokazanusa: IlpoaykTsT cbabpka chlorzoxazone M € mMoka3aH 3a KpaTKOCPOYHO JIEUYEHUE Ha
00JIE3HEHU MYCKYJHH CIIa3MHU.

3. INN/AB: Metamizole sodium, combinations excl. psycholeptics

[Tokazanus: [IponykTsT chabpxka Metamizole sodium/Caffeine/Thiamine hydrochloride u e nokazan
IIPU BB3PACTHU U IOHOIIM HaJ 15 rouHM 3a KPaTKOCPOYHO CUMIITOMAaTHYHO JICUEHHE HA YMEPEHO 110
n3pas3eH OO0JIKOB CHHIPOM IPH:

- 'maBoGomMe, BKII. MUTpEHA U TEH3MOHHO II1aBO0OIHE;

- Be3manurenau u nereHepaTHBHY 3a00JIBaHIS HA OMTOPHO-ABUTATEITHHS arapar;

- [locronepaTuBHU CHCTOSHUS;

- 3abonsBanus Ha mepudepHaTa HEpBHA CHCTeMa (PaJWKYIWTH, TUIEKCUTH, HEBPHUTH, HEBpPAITHS,
MOJIMHEBPUTH, TIOJMHEBPOIIATHH);

- JIlucmeHnopes.

4. INN/AB: Thiocolchicoside

[Tokazanust: ATIOBAaHTHO Jie4eHHE HA OOJE3HEHW MYCKYJIHH KOHTPAKTYpH IMPH OCTpa IpbOHAYHO-
MO3BYHA I1aTOJIOT U HpI/I B’bSpaCTHI/I 1 IOHOIIIN Ha 16 TOAWHU U I1O-TOJIEMHU.

Haunn Ha npunoxxeHue: mnepopaiHo

5. INN/AB: Thiocolchicoside
[Tokazanus: ANOBaHTHO JieYeHHE Ha OOJIE3HEHH MYCKYJIHHM KOHTPAKTYpH MPHU OCTpa TphbOHAYHO-
MO3BbYHaA I1aTOJIOTUA HpI/I B’b3paCTHI/I 1 IOHOIIIHN Ha 16 TOOAWHU U T10-TOJICMHU
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6. INN/AB: Torasemide

Tlokazanus: TopaCDnopa € IIOKAa3aH 3a JICUCHUC U HpO(i)I/IJ'IaKTI/IKa Ha €CCHIMAaJIHA XUIICPTOHUSA, OTOK
mopaayd 3acToiiHa ChpAEYHA HEAOCTATHUHOCT, XPOHMYHA OBOpeyHa HEAOCTaTHUYHOCT HIIU
IIepHOI[p06HEL HCOOCTAaTBbYHOCT.

7. INN/AB: Torasemide

[Toxazanus: Topad®opa e mokas3aH 3a jJeueHre U Npo(pUIaKTUKA Ha €CeHIIMAIHA XUIIEPTOHUS, OTOK
[opaay 3acToiiHa CbpAECYHA HEAOCTATBYHOCT, XpOHMYHA OBOpeYyHa HEAOCTATBUYHOCT WIIU
4epHOApoOHA HEJOCTATHYHOCT.

I11. JlekapcrBen(u) npoaykr(u), kanauaarcreau(u) 3a [IOJHOBSIBAHE na pa3pemienue 3a
ynorpeda mno HAMOHAJIHA MPoOLETYPA.

1. me (cBOGOIHO M30pano) Ha jekapctBenus npoaykr: PHESCETAM 400 mg/25 mg capsules,
hard

INN/AB: Other psychostimulants and nootropics

[Tokazanus:

XpoHMYHA W JIATEHTHA MO3BbYHOCHIOBA HEAOCTATHYHOCT IPU aTEepoCKIepo3a M apTepHaliHa
XUMCPTOHUS, AHTHOJUCTOHUYCH HCXEMHUYEH MO3bUCH UHCYIT U ChCTOSHUE CIIC]] MO3bUYCH HHCYIIT;
[ToctTpaBmaTiuHa nepedpacrenus; Ennedanonatus ot pa3inyeH Npousxo;

[IcuxoopranudeH CUHAPOM C BOJCIIN HAPYIICHUS HA TAMETTA M IPYT'H KOTHUTHUBHU (PYHKIINH;
JlabupuHTONATHH - CBETOBBPTEK, IITYM B YIIIUTE, FaJICHE, TOBPBIIIAHE, HUCTATbM;

Cungpom Ha MeHuep;

[MpodunakTrka Ha KHHETO3a

2. Nime (cBoOOIHO M30pano) Ha nekapcrBenus npoaykt: BRELAX 2,5 mg/ml oral drops, solution
INN/AB: Bromazepam

IToka3aHus: MOKa3aH 3a OBJaJIIBaHE Ha ChbCTOSHUS HA HAIIPErHATOCT, TPEBOKHOCT U JPYTH COMAaTHYHU
WJIA TICHXUYHU OTUTAKBAHUS, CBBP3aHH ChC CHHAPOMA Ha TPEBOXKHOCT.

Karo nombaHMTENHO CPEACTBO IMpPH JIEYEHHWE HA TPEBOXKHOCT WJIM BBH30YZa, CBbP3aHH C INCHUXUYHU
HapylIeHUs KaTo aeKTUBHU Pa3CTPOICTBA U N30 PEHNUS;

benzonnazenuHuTe ca NokKa3aHU caMo 3a JICYCHHE Ha TeKKU, HHBAIWU3UpAILU Pa3CTPONCTBA WIN B
CIlydauTe, KOraTO MHINBUABT € MOUTOKEH Ha N3KIIIOUUTEIICH JUCTPEC.

3. Nme (cBoOoHO M36pano) Ha nekapctBeHus mpoaykT: KETODERM 20 mg/g shampoo

INN/AB: Ketoconazole

IToxazanus: [IpogykTsT chabpka ketoconazole u e mokasas 3a:

- JeyeHue U nmpoduiIakTUKa Ha WH(QEKIUH, TPUYMHEHH OT OpOoXAuTe OT BuAa Malassezia (nmpenu
HapeueH Pityrosporum) kaTo ceGopeeH JepMaTHT U pityriasis capitis (TbpXoT).

- IeYeHue Ha pityriasis versicolor (JIokaau3upaH).

4. Nme (cBOOOIHO M30paHo) Ha jekapctBenus npoaykt: EXEMECON 25 mg film-coated tablets
INN/AB: Exemestane

ITokazanus: IIponykThT chabpxka exemestane U € IOKa3aH 3a a[lOBaHTHA TEpalus IPH JKEHU CIIE]
MEHOIIay3a C MMOJIOKHUTEJIEH 32 €CTPOr€HHU PELeNITOpY MHBA3UBEH PaHEH KapIIMHOM Ha rbpAara (early
breast cancer, EBC) cnex mbpBOHaYanHO a/IfOBAHTHO JICYEHUE C TAMOKCH(EH B MPOIBIIKEHUE Ha 2 -
3 roguHu.

Ex3emecraH € noka3aH 3a JIEYeHHE Ha HalpeJHall KapLIUHOM Ha I'bpAaTa IIPH KEHU C €CTECTBEHO UIIU
IPEIU3BUKAHO ChCTOSHHE HAa MEHOIIay3a, YUETO 3a00JI1BaHE € MPOrpecupao Clel] aHTU-€CTPOTEHHO
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neuenune. He e nmemoHcTpupana epuUKacHOCT MpH MAIMEHTH C OTPHIIATEJICH CTAaTyC 32 €CTPOTCHHU
peLenTopu.

5. Ume (cBoboaHO u30pano) Ha nekapcrBenus npoaykr: ACICLOVIR VISION 30 mg/g eye
ointment

INN/AB: Aciclovir

[MTokazanust: AuukioBup BrkbH Ma3 3a 04d ce MpHiiara 3a JCYCHUE HA KEPATUTH, MPHYHMHEHH OT
Herpes simplex virus.

6. Nme (cBoOOaHO M30pano) Ha sekapctBenus nmpoaykt: IRINOTECAN BULGERMED 20 mg/ml
concentrate for solution for infusion

INN/AB: Irinotecan

[Tokazanus: MpuHOTEKaH ce U3IM0JI3Ba 32 JICYCHHE Ha METacTa3upai KOJOPEKTaIeH KapLUHOM:

B komOuHamus ¢ 5 ¢dayopoypaumin/gonrHoBa KUCETUHA NMPH BBH3PACTHH IMAIMEHTH B HANPEIHAT
cTaauii Ha 3a00JSIBAHETO, KOMTO HE ca OMIIM MOJIJIOKEHH Ha MPEIX0HA XUMUOTEpaus

Karo MoHOTepamwsi mpw BB3pACTHH NAIMCHTH, HETOBIMSHH OT TPEIUIIHO JICYCHHE C PEKUM,
BKJIIOUBAI 5 (hIyopoyparui.

B xomOunanums ¢ nerykcuMal MpUHOTEKaH e U3MO03Ba Mpu Bh3pacTHU nanueHTn ¢ EGFR (penentop
Ha enuAepMalieH pacTexeH (akTop)-eKcIpecupaill, MeTacTa3upai KoJopekTaineH kapiuuHoM ¢ KRAS
(wild Tar), yneTo MeracTaTHUHO 3a00JIIBaHEe HE € OMIIO JICKYBAHO WIIH HE CE € TIOBIUSIIO OT MIPEIUIITHO
JIeYeHUE C XUMHUOTepanusi, BKJIIOYBAIIO HPUHOTEKaH (BIXKTE ToUKa 5.1).

HpuHoTekaH ce M3Mmoii3Ba B KOMOMHaIMs ¢ OeBanm3ymal, 5 dayopoypanui u (GoarmHOBa KHCETHHA
KaTo JIeYeHHE OT MMbPBA JIMHUS IPU MAUEHTH C METAaCTa3upall KOJIOPEKTAJIEH KapIIMHOM.
HpuHoTekaH ce 3MoI3Ba B KOMOMHALUS C KarneuuTaOuH cbe i 6e3 6eBanmu3ymal KaTo JeueHne OT
I'bpBa JTUHUS MPU TAIMEHTH ¢ METacTa3upai KOJOPEKTATICH KapIIMHOM.

Hpunorekan bynrepmen e mokaszan camo IIpH Bb3PaCTHHU.

IV.  JlekapcrBen(n) npoaykr(u), kanguaarcrBam(u) 3a IPOMSHA na pa3penieHue 3a
ynorpeoda

1. Nme (cB0oOOaHO M30paHo) Ha siekapcTBenus mpoaykt: AMITRIPTYLINE MYLAN 25 mg coated
tablets

INN/AB: Amitriptyline

Hokazauus: Amutpuntuana MAWJIAH 25 mg o6BuTH TaGNeTKH ca TOKa3aHH 3a JIUEHHWE HA
CUMIITOMH Ha JIETIPECUBHO Pa3CTPOIICTBO, 0COOEHO IPU HEOOXOTUMOCT OT CEAATUBHO JACHCTBUE.
Kannunarcrsa 3a: [IPOMSIHA

[Ipomenu: B.1.4 (C.1.4) IIpomsana(un) B Kparkara xapakTrepucThKa Ha MPOJYKTa, JaHHUTE BBPXY
ONAaKOBKUTE WJIM JIMCTOBKAaTa BBB Bpb3Ka C HOBHM JaHHM 3a KayeCTBOTO, NPEAKIMHUYHUTE U
KIMHAYHUTE JaHHW WIA JaHHUTE 3a JiekapcTBeHa Oe3omacHocT-Tun II - AkTyanusupane Ha

npoaykroBara unpopmanus (KXII u JIIT), cernacuo akryanusupanus Company Core Data Sheet
(CCDS) Version 30 June 2023.

2. me (cBoOOIHO M30pano) Ha nekapcTBenus nmpoaykt: GYNIPRAL 5 micrograms/ml solution for
injection - 2ml

INN/AB: Hexoprenaline

[Tokazanus: 3a ynpaBiieHHE Ha HEYCIIO)KHEHO MPEkKIEBPEMEHHO pak1aHe

3a 3aabpprkaHe HA pakaaHe Mexay 22 U 37 recTaHIIMOHHA CeAMHUIIA 0€3 MEAUIIMHCKY W aKyIIePCKU
MIPOTUBOMNOKAa3aHUs 32 TOKOJIUTUYHO JICUEHHUE.

[TpoabKUTETHOCTTA HA ISYCHUETO He TpsiOBa a HagBuinaBa 48 yaca, Thi KaTO JaHHUTE TIOKA3Bar,
4ye TJaBHUAT e(PEeKT OT TOKOJMTHUYHOTO JieueHHE € 3abaBsiHe Ha pakaaHeTo 1o 48 wyaca; mpu
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paHJIOMU3UPAHU KOHTPOJIMPAHU KIMHUYHHU IPOYYBAaHUS HE € HAOJI0/IaBaH CTATUCTHYECKU 3HAUUM
epeKT BBpPXy IEpHHATalHATa CMBPTHOCT. ToBa 3aKbCHEHHE MOXE Ja ObJe H3IMOJ3BAHO 3a
MIPUJIOXKEHUE Ha TIFOKOKOPTUKOUAM WU MPUJIaraHe Ha IPYTH MEPKH, MOJ00psIBaIlIY TEPUHATATHOTO
3/1paBe.

[Ipeaun porupane Ha miIoAa MPU HAMPEUHO MPEAJICKAHUE, IPU IPOJIAIC HA I'bIIHA BPBB, HAPYIICHUS
IIPU pakJiaHe.

CrnemHo NpWIOKEHUE TMpPU MPEXKIECBPEMEHHO pPaXJaHEe W3BBbH 3[paBHO 3aBEJCHUE, Npeau
TpaHCHOPTHPaHE 70 OOIHUIIA.

Kagmnnarcrsa 3a: [IPOMSHA

IIpomenu: B.1.4 (C.1.4) IIpomsna(un) B Kparkara xapakTepucThKa Ha IpPOJYKTa, JTaHHUTE BBPXY
OMAKOBKUTE WM JIUCTOBKaTa BBB BPB3KA C HOBU JaHHU 3a KayeCTBOTO, NPEIKIMHUYHUTE U
KIMHUYHUTE JaHHW WIM JaHHUTE 3a JiekapcTBeHa Oe3omacHocT-Tun Il - AxTyanusupane Ha
npoaykroBara uHpopmarus (KXII u JIII), cernacHo aktyanusupanusi Company Core Data Sheet

(CCDS) v. 6.0.

3. me (cBOOOHO M30paHo) Ha siekapcTBenus npoaykt: PROGESTOGEL 1 % (1 g /100 g ) gel
INN/AB: Progesterone

[Tokazanusa: [loOpokauecTBeHH 3a0oisiBaHMSI Ha MIIEYHATa >KJI€3a: MACTOAOHUS; JONBJIHUTEIHO
JieYeHre Ha 1I00pOoKauecTBEHa MACTOIaTHs, B Cllydyail Ha IPOreCTePOHOB Ae(hUIIUT.

Kanaunarcrsa 3a: [IPOMSHA

ITIpomenu: B.1.4 (C.1.4) IIpomsana(n) B Kparkara xapakTepucThka Ha MPOJYKTa, JTaHHUTE BHPXY
OMAKOBKUTE WJIM JIUCTOBKaTa BHB BPB3KAa C HOBH JaHHU 3a KayeCTBOTO, MPEAKIMHUYHUTE U
KIMHUYHUTE JaHHU WIM JaHHUTE 3a JekapcrBeHa Oe3zomacHocT-Tum Il - Akryanusupane Ha
npoxaykToBarta nHpopMmarus ceriaacHo oonoBeH Company Core Data Sheet (CCDS).
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