KJIIT Ne 1/13.01.2025

MN3ITBJIHUTEJIHA ATEHIIUA 110 JIEKAPCTBATA

KOMUCHA 3A JIEKAPCTBEHU ITPOAYKTHU

JTHEBEH PEJ

Ha 3aceqanue Ne 1/13.01.2025

l. Hexnapupane or wieHosere Ha KJIII u ot excneprure H3BbH cberaBa Ha KJIII na
BCCKH MOTCHIHAJECH KOH(PIMKT HAa MHTEpecH 10 OTHOLICHHE HA BCAKA TOYKA OT

aHeBHus pen na KJIIL.

1. JlekapcrBen(n) npoaykr(u), kanauaarcream(n) 3a PASPEIIEHUE 3A YIIOTPEBA
/PETUCTPALUSA no 41.35/ 4in.37 ot 3JIXM/ PASIIUPABAHE HA OBXBATA
HA PY no HanuoHaJ/iHA nipoueaypa.

1.INN/AB: Tamsulosin

[Tokazanusa: Cumnromu Ha gonHutTe nukounu meruma (CHIII), cBbp3anu ¢ 100pokayecTBEHA
XHUMepIuia3us Ha

npocrarara (AI1X).

2.INN/AB: Ibuprofen

[Tokazanus: [IpoaykTsT chabpka Ibuprofen u e mokazan npu 3a:

KpatkocpoyHo cuMnToMaTH4YHO JIeYCHUE Ha!

- IeKa 10 yMepeHa 0oIika;

- BUCOKa TeMIeparypa.

Cuacden e moka3aH MpH BB3PAaCTHH U IOHOIIM C TenecHo Terno Hanx 40 kg (Ha u Han 12-roaumiHa
BB3pAcCT).

3.INN/AB: Formoterol and beclometasone

ITokazanus: Actma

3a penoBHO JI€YEHHWE Ha acTMa, KOraTo € MOJAXoJslia ynorpebata Ha KOMOMHUpPAH JIEKapCTBEH
IPOAYKT (MHXAJATOPEH KOPTUKOCTEPOUI M IBITO-/IeiicTBal 0eTa2-aroHUCT) Ipu:

- TMAIMeHTH, KOUTO HE C€ KOHTPOJHMPAT aJeKBATHO OT WHXAIATOPHH KOPTUKOCTEPOUIH WIH OT
MHXaJIaTOpPEH JIBJITOoeHcTBacTBal OeTa2-arOHUCT MPHUJIaraH Mpu He0OXOAUMOCT;

WA

- TMAalUeHTH, KOWTO BeyYe ca KOHTPOJUPAHU aJeKBAaTHO OT KOMOMHAIMs Ha HWHXAIaTOpPEH
KOPTUKOCTEPOU/I U IBJITOJIeCTBAI OeTa2-arOHKCT.

XpoHuuHa o0cTpykTuBHA OenoapobHa 6orect (XOBD)

CumnromarnaHo jedeHue Ha marueHTH ¢ Texxkka XOBb (DEO1<50% ot ouakBaHus HOpMaseH) U
aHaMHe3a 3a MHOTOKpAaTHM eK3alepOaluy, KOUTO MMaT U3Pa3eHU CUMITOMH, BBIIPEKH PEIOBHOTO
JIEYEHHUE C IBJIT0IeUCTBALIN OPOHXOIUIATATOPH.

4.INN/AB: Formoterol and beclometasone
[Tokazanus: bedosa e mokaszaH 3a peJOBHO JICYCHHUE HA aCTMa, KOTaTO € MOJXOAsIa ynorpedara Ha
KOMOWHHpPAH JIEKApCTBEH MPOIYKT (MHXAJaTOPEH KOPTUKOCTEPOU I U IBITOACHCTRAI OeTa2-arOHUCT)
IpH:
- IAI[MCHTH, KOUTO HE C€ KOHTPOJIMPAT aJICKBATHO OT MHXAJATOPHU KOPTHKOCTEPOU TN HITH OT
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KJIIT Ne 1/13.01.2025

MHXaJIaTOpHU Obp30aeicTBaIU OeTa2-arOHUCTH, IPUIIAraHy MpH HE0OXOAUMOCT,

170011

- AlMEHTH, KOUTO Be4e ca KOHTPOJIMPAHH aIeKBaTHO OT KOMOMHALIMATA Ha MHXAJIATOPHH
KOPTUKOCTEPOUIN U OeTa2-arOHUCTH C MPOIBIDKUTEIHO ICHCTBHE.

bedosa e mpeanaznaueH 3a ynorpeda npu Bb3pacTHH

5.INN/AB: Abiraterone

[Toxazanus: buparep B KOMOMHAIMS ¢ IPEAHU30H WITH MPEIHU3O0JIOH € TIOKa3aH 3a:

- JIeYeHUE Ha HOBOJMArHOCTUIMPAH BUCOKOPHUCKOB METACTaTUYEH UYBCTBUTEJIEH KbM XOPMOHAIHA
Tepanusi KapuuHoMm Ha npocrtarata (mHSPC) mpu Bb3pacTHH MBbXe B KOMOMHALUS C aHAPOTCH-
nenpuBanonHa tepamnus (ADT)

- JIeUEHUE HAa METAcTaTU4YEeH PE3UCTEHTEH Ha KacTpauus kapuuHoMm Ha npocrarata (mCRPC) npu
Bb3pPACTHU MBKE, KOUTO ca 0€3 CUMITOMH WIM C JIEKM CHUMITOMH CJeJl HEyCIIeIIHa aHJpOreH-
JIeNpUBALIMOHHA TE€paInHsl, P KOUTO BCE OIIE€ HAMAa KJIMHUYHU NTOKA3aHUs 32 XUMHUTEpAIus

- neyenre Ha MCRPC npu Bb3pacTHU MBbKe, YMETO 3a00JIIBaHE € IMPOrpecupao Mo BpeMe Ha UM
clle]] IoLeTaKcel-0a3upaHa XMMHUOTEpanHsl.

6.INN/AB: Enzalutamide

[Tokazanus: Enzanyramun @apm/lenukr e npegna3sHayeH 3a:

- JICYECHUE Ha BB3PACTHU MBXKE C METacTa3upasl, XOpPMOHOUYBCTBUTEJICH PaK HA MpocTaTaTa
(metastatic hormone-sensitive prostate cancer, mnHSPC) B komOuHaI#sI C
anaporeH-aenpuBanuonHa tepanus (AUT) (Bxk. Touka 5.1).

- IeYeHHE Ha BB3PACTHU MBKE C BUCOKOPUCKOB, HEMETACTa3upall, Pe3UCTEHTEH Ha
KacTpallis pak Ha rmpocTarata (castration-resistant prostate cancer, CRPC) (Bx. Touka 5.1)
- IeYeHUE Ha Bb3pacTHU MBxke ¢ MeTactazupain CRPC, kouto ca 6€3 CUMOTOMU WU C JIEKH
CUMIITOMHU CJI€]l HEYCIEIIHA aHAPOTeH-/ISTTPUBAIIMOHHA TEPAMKs U IIPU KOUTO BCE OIIIE HE €
KIIMHUYHO TIOKa3aHa XUMUoTepanus (BxK. Touka 5.1)

- IeYEeHNE Ha Bb3PAacTHU Mbke ¢ MeTtactazupan CRPC, yueto 3abosnsBane € mporpecupano mno
BpEMeE Ha WJIH CIIe]] JICUCHHE C JOLeTaKCe.

7.INN/AB: Enzalutamide

IToxazanus: Enzanyramun @apm/lenukT e npeaHazHayeH 3a:

- IeYeHNE Ha BB3PACTHU MBKE C METacTa3upail, XOPMOHOUYBCTBUTEJICH paK Ha MpocTarara
(metastatic hormone-sensitive prostate cancer, mHSPC) B xomOuHarus ¢
anaporeH-aenpuBanuonna tepanus (AJT) (Bx. Touka 5.1).

- JISYEHNE Ha Bb3PACTHU MBKE C BUCOKOPUCKOB, HEMETACTa3upall, Pe3UCTEHTEH Ha
KacTparus pak Ha mpocrarata (castration-resistant prostate cancer, CRPC) (Bx. Touka 5.1)
- IeYeHUE Ha BB3pacTHU Mbxke ¢ MeTactazupan CRPC, kouTo ca 63 CHMOTOMH WU C JIEKH
CUMIITOMHU CJI€]l HEyCIEIIHa aHIPOTeH-/IEIPUBALIMOHHA TEpaNus U IPU KOUTO BCE OIIIE HE €
KJIMHAYHO TIOKa3aHa XUMUOTepanus (Bxk. Touka 5.1)

- IeYEeHNE Ha BBh3PACTHU MBke ¢ MeTtactazupan CRPC, uneto 3abomnsBane € mporpecupanio mo
BpEMe Ha WM CJIe]1 JIeUEeHHUE C JI0IEeTaKCell.

8.INN/AB: Lercanidipine

[Tpurexaren Ha pa3peuienuero 3a ynorpedba: HEO BAJIKAHUKA EOO/L, boarapus

3agsnenue: Ne21825/17.05.2024

[Toxazanus: Jlepkaneo puIMUpaHU TaOJIETKH € MTOKa3aH 3a JIeYeHHE Ha JieKa 1O yMepeHa eceHI[ualHa
XUMEPTOHHUSL.

9.INN/AB: Dexamethasone and antiinfectives

[Tpurexaren Ha pa3peuieHuero 3a ynorpeda: Bopna Menucune Esporia EOO/], Benrapus
3agsnenue: Ne41147/29.09.2023
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[Tokazanus: [Ipenna3Bane u Je4eHWE HA OKOTO OT Bb3MalIeHWE, KAKTO U MPEANa3BaHe OT HH(PEKIUH,
cjiell omepalys Ha KatapakTa, Ipy Bb3paCcTHU U Jiella Hall 2 TOANHMU.

10.INN/AB: Nebivolol

[Tokazanus: XuneproHus

Jleyenue Ha eceHIIMaNIHA XUIIEPTOHUS.

XpoHuvHa cbpaedHa HepocTaTbuHOCT (XCH)

Jleuenne Ha cTaOmiiHa JieKa 10 yMEpeHa XPOHUYHA ChpACYHA HEJOCTATHYHOCT B JIOMBIHEHUE KBM
OCHOBHOTO JICYEHHE MPH MALUEHTH B cTapyecka Bb3pact (? 70 ronuum).

11.INN/AB: Paracetamol

ITokazanus: JlekapcTBEHUST NPOIYKT € MOAXOMIIL 33 IPUIIOKEHHE IIPU JIelia Ha Bb3pacT ...4 roAuHU
U Bb3PACTHHU 32:

- CHUMIITOMATUYHO JICYCHUE Ha JICKa JI0 YMEPEHO M3pazeHa Ooka (ri1aBodosue, 35000011, BKII. CIIET
JCHTAJIHU TPOLEAYpH, 3bOHM EKCTPAKUMU M XUPYPrUYHU MHTEPBEHIMH, OTAJIrHs, I'bpio0od,
PEBMAaTUYHU U MYCKYJHH OOJIKH, TUCMEHOpEs);

- Obnex4aBaHe Ha HEPA3MOIOXKEHUS MPH HeOPUIIUTET U OOJNKH IPU MPOCTYAHU 3a00JIIBaHuUs, I'PHII,
MH(EKIMO3HN 3a00IBaHus (MOPOWITH, BapHIlesa, TApOTUT, CKapJIATHHA) U CJIe]] BAKCHHAIUH.

12.INN/AB: Piracetam

IToxazanus: Be3pactHu

* CUMIITOMaTUYHO JICYCHUE HA MCUXOOPTAaHWYEH CHHAPOM ChC CICAHUTE MPOSBHU: HAPYIICHUS Ha
[aMeTTa, HapyLIEHUs Ha BHUMAHUETO U JIMIICA HA MOTHBALUS;

* JleueHue Ha KOPTUKAJIECH MHOKJIOHYC, CAMOCTOSITEITHO WJIM B KOMOUHAIIMS C IPYTH JICKAPCTBA;

» JleyeHne Ha BEpPTUrO M CBBP3AHUTE C HETO HAPYLIEHUsS HAa PaBHOBECUETO, C M3KJIIOUEHHE Ha
CBETOBBPTEXK OT BA3OMOTOPEH WJIM NICUXUYEH MPOU3XO/I;

* [Ipodunaktrka u pemMucHs Ha ChbPIIOBUIHO-KIEThYHA BA300KIY3UBHA KPHU3a.

Hema

* Jleuenue Ha ucieKcUs B KOMOUHALUS C IPYTH MOJIXOASIINA MEPKH, KAaTO TOBOPHA Teparusi;

* [IpodunakTrika u peMHUCHS Ha CbPIIOBUIHO-KJIEThYHA Ba300KIy3UBHA KPU3a.

13.INN/AB: Piracetam

[Tpurexaren Ha pazpeuenuero 3a ynorpeda: JJAHCOH-BI' OO/l, bbarapus

3agsnenue: Ne9279/28.02.2024

IToxasanus: Be3pacTHu

- CUMITOMAaTUYHO JIEYEHHE Ha TICUXOOPIaHWYEH CHUHIPOM CbhC CJIEIHUTE MPOSBU: HApYILIEHUS Ha
IIaMeTTa, HapyIIeHWs] HA BHUMAHUETO U JINIICA HA MOTUBALUS;

- JleueHre Ha KOPTUKAJIEH MUOKIIOHYC, CAMOCTOSITETHO WJIM B KOMOMHAIIMS C APYTH JIEKapCTBa;

- JleueHne Ha BEPTUIO M CBBP3AaHUTE C HETO HAPYLIECHUS HA PaBHOBECHETO, C W3KIIOUYEHUE HaA
CBETOBBPTEXK OT BA30OMOTOPEH WJIM ICUXUYEH MPOU3XO/;

- [IpodunakTrka u pemucHs Ha ChPIIOBUIHO-KJIEThYHA Ba30OKIIy3UBHA KPHU3a.

Hemna

- JleueHne Ha TUCIIEKCUS] B KOMOMHALIUS C JPYTU MOAXOIAIIM MEPKH, KaTO TOBOPHA TEpaIus;

- [IpodunakTuka u pemucHs Ha ChbPIIOBUIHO-KIEThYHA BA300KIIy3MBHA KPHU3a.

14.INN/AB: Ticagrelor

[Tokazanus: Codrrka, NPUIOKEH €THOBPEMEHHO € alleTHIICAIUIIIIOBa KucenuHa (ASA), e moka3zaH
3a pe/na3BaHe OT

aTepoTPOMOOTHYHH WHIMIEHTH NIPU BH3PACTHH MAI[EHTH C

- ocThp KopoHapeH curapoM (OKC) umu

- aHaMHe3a 3a MUoKapaeH uH}apkT (M) u BUCOK PUCK OT pa3BUTHE HA aTEPOTPOMOOTHYHO CHOUTHE
(Bx. Touku 4.2 u 5.1).
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15.INN/AB: Ticagrelor

[Tokazanus: CodTuka, MPUIOKEH €THOBPEMEHHO C alleTHIICAIUIINIIOBA kKucennHa (ASA), e moka3aH
3a MpernasBaHe OT

aTepoTPOMOOTHYHH WHIMICHTH IPU BH3PACTHH MAI[EHTH C

- ocThp KopoHapeH cuHapoM (OKC) unu

- aHaMHe3a 3a MuoKapaeH uHdapkT (M) u BUCOK PUCK OT pa3BUTHE HA aTEPOTPOMOOTHYHO CHOUTHE
(Bk. Touku 4.2 u 5.1).

16.INN/AB: Vancomycin

[IpuTexaren Ha pa3zpemieHueTo 3a ynorpeda: Bopnag Meaucune Esporia EOO/], brarapus
3assnenue: Ne50915/30.11.2023

ITokazanus: IHTpaBeHO3HO MPUIIOKEHNE

Banko-BM e nokasas rnpu BCHUKH Bb3pAaCTOBH IPYIH 3a JICUEHUE Ha CIeIHUTE HHPEKIUU (BXK. TOUKU
42,44u5.1):

- YCIIO)KHEHH MH(DEKIINH Ha KOKaTa U MEKUTE ThKaHH;

- HH(EKIUN Ha KOCTUTE U CTaBUTE;

- MHeBMOHUS, npuaoouTa B obuHoctTa (CAP);

- mHEeBMOHUs, npupoduta B Oomuuna (HAP) u mHeBMOHUS, CBBp3aHa ¢ M3KYyCTBeHa OenoapoOHA
BeHTmianus (VAP);

- HH(PEKINO3EH SHIOKAPIHT.

Banko-BM cbiI110 € mokazaH npu BCUYKW BH3pPAacTOBU TPYIH 3a MEepUONepaTHBHA aHTHOAKTEpHalHa
npoUIaKTUKa, TIPU TMAMEHTH C BUCOK PHUCK OT pa3BUTHE Ha OaKkTepHaneH eHIOKapIHT, KOTraTo ca
MO/IJIO’KEHU Ha TOJIEMHU XUPYPTUYECKU MPOIEAYPH.

[IepopanHo npuoxeHue:

Banko-BM e nokasan npu BCUUKH Bb3pacToBH Ipymnu 3a jiedenue Ha Clostridioides difficile
uHpexuuu (CDI) (Bx. Touku 4.2,4.4u 5.1)

Heo6xoanMmo e 1a ce B3emar npeaBH]l OQUIIHATHUTE IPEMOPBKH 3a MOIX0AsIIA yIoTpeda Ha
aHTHOAKTEepUATTHU CPEJICTBA.

17.INN/AB: Vancomycin

[Tpurexaren Ha pa3peuieHueTo 3a ynorpeda: Bopin Menucune Esponna EOO/, bearapus
3agsnenue: Ne50918/30.11.2023

ITokazanusa: MHTpaBEHO3HO NPUIIOKEHNE

Banko-BM e nokasas npu BCUUKH Bb3pacTOBH I'PYIH 3a JI€UEHUE Ha CIeIHUTE UHPEKIUH (BXK. TOUKU
4.2,44n5.1):

- YCIIO)KHEHH MH(MEKIINH Ha KOKaTa U MEKUTE ThKaHH;

- HH(pEKIUN Ha KOCTUTE U CTaBUTE;

- MIHEBMOHUS, npuaoouta B oouHoctTa (CAP);

- MHeBMOHUs, npuaobura B 6onnuna (HAP) u nmHeBMOHHMSA, CBBbp3aHa C M3KyCTBeHa OesoapoOHa
BeHTuianus (VAP);

- HH(EKINO3EH eHIOKapHT.

Banko-BM cbi110 € nmokazaH npu BCUYKH Bb3pacTOBU TPYINH 3a MepuoNepaTHBHA aHTHOAKTEpHalHa
npoUIaKTUKa, MPU MALUEHTH ¢ BUCOK PUCK OT pa3BUTHE Ha OakTepuaseH eHJIOKapJHT, KOraTo ca
MO/IJIO’KEHU Ha FOJIEMHU XUPYPTUYECKH MPOLEAYPH.

IlepopanHo npunoxeHue:

Banko-BM e noka3zan npu Bcu4Kku Bb3pacToBU Ipynu 3a gedenue Ha Clostridioides difficile
unpexuuu (CDI) (Bx. Touku 4.2,4.4u 5.1)

Heo6xomumo € na ce B3emaT npenBua 0GUIMATHATE TPENOPHKH 3a TIOIXO0IAIIA yIIoTpeda Ha
aHTHOAKTepUAITHU CPEJICTBA.
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I11. JlekapcTBen(un) npoaykr(n), kanauaarcream(u) 3a IOJHOBSBAHE na pa3pemenue 3a
ynorpeda 1o HAMOHAJIHA MpoLeaypa.

1.1me (cBoOOaHO M36pano) Ha sekapctBenus npoaykt: ETACID 50 micrograms/actuation, nasal
spray, suspension x 1

INN/AB: Mometasone

ITokasanus: Eranua cpeid 3a HOC € IIOKa3aH 3a JICYCHUE Ha CUMIITOMUTE HA CE30HEH aJICpIrU4eH PUHUT
WM LEJIOTOIUILIEH aJlepIrMueH PUHUT IPU Bb3PACTHU U Jlela HaJ 3-TOJIUIIIHA Bb3PacT.

Etanun copeli 3a HOC € MOKa3aH 3a JIeYeHWE Ha Has3allHa I0JIUIo3a IIPU Bb3pacTHU Ha 18 u moseue
TOJMHU.

2. me (cBOOOAHO M36pano) Ha nekapctBenus nmpoaykr: OKLYS EXPRESS 400 mg granules for
oral solution in sachet

INN/AB: Ibuprofen

[Tokazanus: - [lonmkaBaHe Ha BUCOKA TeMIiepatypa rnpu HeOpuiIHN ChbCTOSHUSA.

- OGnex4aBaHe Ha JieKa 10 yMepeHa 00JKa, BKIIOYUTEHO IPU MUTPEHA.

- CUMIITOMAaTHYHO JICUCHUE HA Pa3TuIHA (POPMH HA OCTCOAPTPUT, MYCKYJIHH U PEBMATHYHU OOJIKU 1
JIpYTd HEPEBMATUYHU BB3MATUTEIHH MIPOLIECH.

- CuMrnitoMaTiyHO O0JIeKYaBaHe Ha OOJIKA MPU IbPBUYHA TUCMEHOPESI.

3. Nme (cBOOOAHO M30paHo) Ha nekapctBenus npoaykt: OKLYS FORTE 600 mg granules for oral
solution in sachet

INN/AB: Ibuprofen

[Tokazanus: - [loHnkaBaHe Ha BUCOKA TeMIiepaTypa npu (GeOpHIHNA ChCTOSHHS.

- OGnex4aBaHe Ha JieKa 10 yMepeHa 00JIKa, BKIIOUUTEIHO TP MUTPEHA.

- CUMIITOMaTHYHO JIYeHUE Ha Pa3U4HU (POPMH Ha OCTEOAPTPUT, MYCKYJITHU U PEBMAaTHUHU OOJIKU U
APpYyru HCPEBMATUYHH BB3MNAIIUTCIIHA MTPOLECH.

- CuMnTtoMaTHuHO 0oOJeKuaBaHe Ha 00JIKa MPU IbPBUYHA IUCMEHOPES.

4. Nme (cB0OOHO M30paHo) Ha nekapctBeHus npoaykr: FLURAPID MAX COLD AND COUGH
1000 mg/200 mg/12,2 mg powder for oral solution in sachet

INN/AB: Paracetamol, combinations excl. psycholeptics

[Tokazanus: [IpoaykrsT chabprka Paracetamol/Guaifenesin/Phenylephrine hydrochloride u e nmokazan
3a OBbp30 00JeKYaBaHE HA CUMIITOMH IIPH MPOCTYJia U I'PUll, MOBUIIEHA TEMIIEpaTypa, IIaBo0oIne U
0O0JIKHU B TSJIOTO, OOJIKU B CUHYCHUTE, 3allyIIeH HOC, Bb3MaJIEHO I'bPJI0, KalllINLA.

OJIYPAIIN/ MAKC npocTtyna 1 Kaliuna cbbpa TPU aKTUBHU ChCTAaBKU:

- [Tapanieramon - 106pe u3BecTeH OOJIKOYCIMOKOSIBAI aHAITETHK: MTPOTYKT, MOHMKaBaII
TeMIeparypara (aHTUIIUPETHK);

- I'BaliheHe3nH - ekcreKTopaHT. YIIecHsiBa OTXpauBaHeTo. Pa3BoHsBa cekpeTa, KOETO ToMara ja ce
00JIeKYH rpbhAHATA KAILIMIIA. ;

- GenunedprHOB XUAPOXIOPH] - IeKoHTecTaHT. [Ipenn3BukBa oTOBOBaHe Ha IMraBUIlaTa Ha HOCA U
CHUHYCHUTE, OTIYIIBA HOCcAa M By nomara s1a AuiaTe no-jecHo.

JlexapcrBen(u) mpoaykr(u), kanauaarcreaii(u) 3a [IPOMSIHA Ha pa3pemenue 3a ynorpeoa

1. Nme (cBoOOmHO m3Opano) Ha sekapcrBeHus nponaykr: CLOTRIMAZOL GSK 1 % cream
INN/AB: Clotrimazole
[Toxazanus: [IpogykTsT chabpika clotrimazole u e moka3aH 3a JIOKAIHO JICUCHHE Ha!
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- BCHYKHM JEPMAaTOMHKO3W, MPUYMHEHH OT IJICCEHH W APYrd T'hOMYKH (HAlpuMep BUIOBE OT
Trichophyton), BkiitounTenHo aepmarodurosa (ringworm);

- reOnuan nHpeknuu, npuunaeHr ot Candida u 1pyru 4yBCTBUTEIIHU IATOreHU Kato StaphylococCci
u Bacteroides, Ho He cpemry Lactobacilli;

- KO)KHU 3a00J15BaHus, OKa3BaIll BTOPUYHA HHPEKIUS C Te3U IbOUYKY;

- KaHIUJI03€H OOPUB OT IMEJICHH, BYJIBUT U OAJIaHUT;

- pityriasis versicolor;

- epUTpazma.

Kagmnnarcrsa 3a: [IPOMSHA

IIpomenu: B.1.4 (C.1.4) IIpomsna(n) B Kparkata XxapakTepuUCTHKa Ha IPOJYKTa, JAHHUTE BBPXY
OMAaKOBKUTE WJIM JIMCTOBKATa BHB Bpb3Ka C HOBU JaHHU 3a KayeCTBOTO, MPEAKIMHUYHUTE U
KIIMHUYHATE JAHHU WIH JAaHHWUTE 32 JieKapcTBeHa 6e3omacHocT-Tur I - Akryanusupane Ha KXIT B T.
4.8 Hexenanu nekapcTBeHH peakiuu, B choTBercTBHE ¢ Non-Central Data Sheet (NCDS) v13,
noakpernieHo ot Clinical Ovewiev, KakTo ¥ peJaKIIMOHHH TPOMEHHU B TEKCTA.

2. me (cBOOOIHO M30paHo) Ha nekapcTBenus npoaykt: CLOTRIMAZOL GSK 100 mg vaginal
tablets

INN/AB: Clotrimazole

[Tokazanus: Jleuenue Ha BaruHUT, puunHeH ot reonuku Candida.

Kanaunarcrsa 3a: [IPOMSHA

ITIpomenu: B.1.4 (C.1.4) IIpomsana(un) B Kparkara xapakTepucThka Ha MPOJYKTa, JTaHHUTE BHPXY
OITAKOBKUTE WJIM JIMCTOBKAaTa BHB BpPh3Ka C HOBHU JaHHU 3a Ka4eCTBOTO, MPEAKIMHHUYHUTE H
KIIMHUYHUTE JAaHHU WIH JaHHUTE 32 JekapcTBeHa 6e3omacHoct-Turm I - Akryanusupane Ha KXII B 1.
4.8 Hexenanu nekapcTBeHH peakimu, B choTBercTBHe ¢ Non-Central Data Sheet (NCDS) v13,
noakpeneHo ot Clinical Ovewiev, KakTo U peJaKIIMOHHU ITPOMEHH B TEKCTa.

3. Nme (cBoOomHO M30paHo) Ha nekapcrBenus npoaykT:NUROFEN STOPCOLD 200 mg/30 mg
film-coated tablets

INN/AB: Ibuprofen, combinations

[Tokazanus: 3a obnexyaBaHe CUMITOMUTE IIPU MPOCTYAA U TPUII, CBbP3aHH C KOHT€CTHS U BKJIFOUBALIN
00JIKH,

riaBodosue, GedpunuTeT, O0JIKK B I'bPIIOTO, 3aMYIIEH HOC U OJIOKUPAHU CUHYCH.

Kannunarctsa 3a: [IPOMSIHA

IIpomenu: B.1.4 (C.1.4) IIpomsna(un) B Kparkara xapakTepucThka Ha NPOJYKTa, JTaHHUTE BBHPXY
ONIAKOBKUTE WJIM JIMCTOBKAaTa BBB Bpb3Ka C HOBHM [JaHHU 3a KayeCTBOTO, NPEAKIMHUYHUTE U
KJIIMHUYHUTE JaHHU WA JaHHUTE 3a JeKkapcTBeHa 6ezonacHocT-Tum 11 - Axkryanusupane va KXII B T.
4.5 BzaumopeicTBue ¢ JpPYrd JIEKAPCTBEHU MPOAYKT U ApPYyrd (GOpMH Ha  B3aUMOJICHCTBUE U
crorBeTHaTa yacT Ha JIII B chorBeTcTBUE ¢ akTyanmusupanuss Company Core Data Sheet (CCDS)
version 12.0.

4. Nme (cBOOOIHO M30paHo) Ha sekapcTBeHus: npoaykt: DECAPEPTYL 0,1 mg/ml solution for
injection

INN/AB: Triptorelin

[Tokazanus: Mbxe

- Jledenre Ha XOPMOHO3aBHCUM JIOKAITHO HANpeIHA WIA METaCTaTHYCH PaK Ha MpocTaTara.

- KapuuHom Ha npocTarara, KOHTO He OTroBapsi Ha XOPMOHAIHO Bb3/ICHCTBHE.

Kenn

- Jlayn perynanus (TOTHCKaHE) W MPEJOTBpATsIBaHE HA MPEKICBPEMEHHO JYTCHMHU3UPAIl XOPMOH
(LH) npu s>xeHH, TOAJIOKEHN HAa KOHTPOJIUpPAHA XUIEPCTUMYIIALUS HA SHYHULIUTE NPU aCUCTUPAHH
penponykTuBHH TexHOMoruu (APT).

- [IpenoneparnBHO HaMaJIIBaHE Ha pa3Mepa Ha MUOMaTa C LeJl HAaMaJIsIBaHe CUMIITOMUTE Ha KbPBEHE
1 OOJIKM ITPH JKE€HH ChC CHMITOMATUYHH MaTOYHN MHOMH.
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- CumnToMaTHyHa €HIOMETPHO3a, MOTBBPJECHA C JIAIAPOCKOMUs, KOTAaTo JayH peryjanusra Ha
OBapHaJiHa XOPMOHOT€HE3a € MOKa3aHa, JOKOJIKOTO XUPYpPruyHa Teparnusi He € OCHOBHO MOKa3aHa.
Kagmnnarcrsa 3a: [IPOMSHA

IIpomenu: B.1.4 (C.1.4) IIpomsna(un) B Kparkara xapakTepucThKa Ha IpPOJYKTa, JaHHUTE BBPXY
OMAKOBKUTE WJIM JIUCTOBKaTa BBB BPB3KA C HOBU JaHHU 3a KayeCTBOTO, MNPEIKIMHUYHUTE U
KIIMHUYHUTE JaHHU WIK JaHHUTE 32 JekapcTBeHa 6ezonacHocT-Tumn II - Akryanusupane na KXII B T.
4.8 HexxenaHu JIeKapCTBEHU PEaKIMK Bb3 OCHOBA Ha aHaJIW3 Ha COOpHU KIMHUYHM gaHHU, Feb-2010
EU Core Safety Profile for triptorelin 0.1 mg, moctmapkerunros nperien, CMDh/PhVWP/049/2012
u Hactosmara TepMmuHOJorus 1o MedDRA, kakto um akrtyanmsupane Ha T. 4.4 Cneuwannu
MpeAYNPEKACHHS U MPEana3Hul MEpKU Npu yrnotpeda, 1. 4.5 BzaumopeiicTBue ¢ Apyru JeKapCcTBEHU
MPOAYKTH U ApYTH (OPMHU Ha B3auMoJieicTBHE, T. 4.6 DepTrinuTeT, OpEMEHHOCT U KbpMEHE U T. 5.3
[Mpenknmuunyan naHHu 3a 6ezomacHocT or KXII, kakto u choTBeTHHTE pasaenu B JIII, ceriacHo
Company Core Data Sheet v.6.0.

5. Nme (cB0oGOaHO M30paHo) Ha jekapctBenus npoaykt:DECAPEPTYL DEPOT 3,75 mg powder
and solvent for suspension for injection

INN/AB: Triptorelin

ITokazanus: Jlena.

Jleuenue Ha JOKa3aH LEHTPAJIEH paHeH MyOepTeT (MoMUYeTa Mo 9-roAmiHa Bb3pacT, MOMUYETA M0/
10 roauiiHa BB3pacT).

XKenu:

CuMrromaTMyHa MaTOYHa MHOMAaTO3a, KOraTo IOTHCKAHETO Ha MPOIYKIMSATa HAa XOPMOHAa OT
AWYHULUTE € II0KAa3aHO KaTo IIPeloIepaTUBHA MspKa 3a HaMaJICHHE pa3Mepa Ha MUOMATa Ipeu J1a ce
IUTaHMpPAa MUOMHATA HYKJI€AIUsl WK XUCTEPEKTOMMSI.

IIpenonepatuBHO HamalIsIBaHE pa3Mepa Ha MHOMATa 3a Ja C€ HaMaJAT CUMIITOMUTE Ha KbPBEHE U
00J1Ka IpU KEHU ChC CUMIITOMaTHYHA MaTOYHAa MHOMATO3a.

CuMnromaTyHa €HAOMETPHO3a, IOTBBbPJAEHA YpE3 JIANApOCKONMs, KOraTo IIOTUCKAHETO Ha
MPOJYKIMATA HA XOPMOHH OT SIMUHUIIUTE € MI0Ka3aHo B Cllydail, Y€ IIbpBOHAYAIHO HE € HE0OXO0IUMO
OIIEpaTUBHO JICUEHUE.

In-vitro QepTunuzanus 3a NOpPeJOTBpaTSABAHE Ha MPEXKIEBPEMEHHOTO OCBOOOXKJaBaHE Ha
JyTENHU3HPAILl XOPMOH.

Mpbxe.

JleueHne Ha HanpeaHAT XOPMOHO3aBUCUM KaplIMHOM Ha IpOCTaTaTa.

Kaunmunarcrsa 3a: [IPOMSIHA

ITpomenn: B.1.4 (C.1.4) Ilpomsna(n) B Kparkara xapakTepucTHKa Ha HPOAYKTa, JTAHHUTE BBPXY
OMAKOBKUTE WJIM JIMCTOBKATa BBB Bpb3Ka C HOBHM JIaHHU 3a KaueCTBOTO, MNPEIKIMHUYHUTE U
KJIMHUYHHUTE TaHHU WIKM JaHHUTE 3a JekapcTBeHa 6e3onacHocT-Tun Il - Akryanusupane Ha KXII B T.
4.6 deprunureT, OpeMeHHOCT U KbpMeHe W T. 5.3 IlpenknuMHUYHK AaHHU (3aMEHs ce TepMHUHa
"(eToTokcyHOCT" € TepMHUHa "3a06aBeHO (peTanHo pa3BUTHE") U B JJON'BIHEHHE B T. 5.3 ca HalpaBeHH
U pEeIaKLMOHHU NMPOMEHH, KakTo U B T. 4.4 CrnieunaiHu NpeaynpexaeHus U Ipeana3sHu MEpKH Mpu
ynotpeba, T1.4.5 B3aumoneiicTBHe C Jpyrd JEKapCTBEHH NPOAYKTH U Jpyrd QopMu Ha
B3auMoJeiicTBre, T. 4.6 @epTunuret, OpeMEHHOCT U KbpMeHe, T. 4.8 Hexenanu gexkapcTBeHU peakiuu
u 1.5.3 [lpenknuauyHu JaHHM 3a Oe3omacHOCT U choTBeTHHTE 4acTu Ha JIII ca akTyanusupaHu
chOTBETHO, chritacHo Company Core Data Sheet Version 4.0.
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