KJIIT Ne 3/15.04.2024

N3ITBJIHUTEJIHA ATEHIUSA 11O JIEKAPCTBATA

KOMUCHA 3A JIEKAPCTBEHU ITPOAYKTHU

JTHEBEH PEJ

Ha 3aceqanue Ne 3/15.04.2024

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: Bimatoprost

Ilokazanus: IloHmkeHHEe HaA IIOBHIIEHOTO BBTPCOYHO HAJATAHC IIPpU XPOHHYHA OTKPUTOBI'bJIHA
rjlaykomMa v O4Ha XUIICPTCH3U ITPHU Bb3PaCTHU (KaT O MOHOTCpAIrA WK KaTO JOMBJIHUTCIIHA TCPaAIInd
KbM OeTa-0oKkepn).

2. INN/AB: Eribulin mesylate

[Tokazanusa: Epubynun ®dapm/lequKkT € mokaszaH 3a JiedeHHE Ha Bb3PACTHU MALUEHTH C JIOKAIHO
HampeIHal WIM METacTaTHYeH paK Ha TbplAaTa, KOMTO C€a IPOrpecupainu ciel IOHE €IHa
XUMHUOTEPANEBTUYHA CXeMa 3a HampeaHaio 3abomnsBane (Bxk. Touka S.1). [IpenmecTBamiara Tepanus
TpsiOBa /1a € BKJIIOUBAIa aHTPALIMKIMH U TAKCaH WM KaTo aI0BAaHTHO JIEYEHUE, UM KaTo JICYUeHUE Ha
METAacTaTUYHO 3a00JIIBaHe, OCBEH aKO MAallMEHTUTE HE ca OMIIM MOAXOAAIIM 3 TE3H JICUCHHUS.
Epubynun ®apm/leaukT e mokasaH 3a JiedeHue Ha Bb3pAcTHU MAIUEHTH C HeonepaduiieH
JIUTIIOCAPKOM, KOMTO ca OWJIN Ha MpelecTBallla Tepanus ChAbpiKalla aHTPALUKINH (OCBEH ako € Ouia
HEMOXO/IA111a) 32 HAallpeJHAJIO WM MeTacTaTUYHO 3a00J1siBaHe (BX. Touka 5.1).

3. INN/AB: Tadalafil

[Tokazanus: [TpoaykTsT chabpxa tadalafil u e mokazan 3a nedyeHue Ha epeKTHIIHA TUCHYHKIUS TIPU
BB3PACTHU MBXKE.

3a na Obae Taganadun edheKTHBEH 3a JeueHUEe Ha epPeKTHIIHA TUCOYHKIHUS, Ce M3UCKBa CEKCyajiHa
CTUMYJIALHSL.

Eproc ¢punmupanu TabneTku He ca MOKa3aH! 3a ynorpeda oT KeHH.

4. INN/AB: Ezetimibe

[Tokazanus: [IpogyKThT chlbpxka ezetimibe u e mokasaH npu:

[IspBHYHA XUIIEPXOJIECTEPOIEMUS

E3utpa, npueman eanoBpemeHHO ¢ HMG-CoA penykTtazeH MHXHMOUTOp (CTaTWH) € MOKas3aH 3a
ynoTpeba Karo AONbIBAIlA Tepanmuss KbM JAueTaTa IpU MAlUEHTH C IbpBUYHA (XETEpO3UIOTHA
¢damunHa ¥ HepaMUIIHA) XUIEPXOJIECTEPOJIEMHsI, KOUTO HE Ca CE IMOBJIMSIIM JTOCTaThYHO CaMO OT
CTaTHH.
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Monotepanus ¢ E3zuTpa e mokaszaHa 3a ymorpeba KaTo JONBJIBAIA Tepamus KbM JUETaTa IMpH
MAIMEeHTH C TbPBUYHA (XETePO3UroTHA (paMHUIIHA U He-(aMIITHA) XUIIEPXOJIECTEPOIEMUsl, IPU KOUTO
CTaTUHBT CE CMsTA 32 HEMOXO/IAI] HITH YIIOTpebaTa My He ce TIOHACS.

[MpodunakTrka Ha ChPACYHO-CHIOBH HHIIUICHTH

[Tpu nanmenT ¢ ucxemuyHa 6onect Ha cbprero (MBC) u anamHe3a 3a OCThP KOPOHAPEH CHHIPOM
(OKC), E3utpa e nokasas 3a HaMaJIIBaHE Ha PUCKA OT ChPJAEYHO-CHIOBU ChOUTHUSA (BXK. TOUKa 5.1),
Korato ce 100aBsi KbM TEKYIlla Teparus ChbC CTATUHU WU CE MHUIIMUPA SAHOBPEMEHHO ChC CTATHH.
XomosurotHa (ammmHa xunepxonecteponemus (Homozygous Familial Hypercholesterolaemia,
HoFH)

[TpunoxeHn eTHOBPEMEHHO ChC cTaTHH E3uTpa e moka3aH KaTo JOITbJIBAIIA Tepaus KbM JAUeTaTa Ipu
naruenTd ¢ HoFH. [MamuentuTe Morar qa moss3BaT U olle JOITbJIBAIY Tepanuu (Hanpumep adepesa
Ha JIUIONPOTEUHUTE C HUCKA IIbTHOCT [LDLY]).

XOMO3HTOTHA CUTOCTEpOsIeMHs ((PUTOCTEPOIICMHS)

E3utpa e mokasan 3a ymorpeba KaTo IONBJIHUTEIHA Tepamus KbM JHeTaTa Ha MAIlMEeHTH C
XOMO3HMT'OTHA (haMHITHA CUTOCTEPOJIEMHSI.

5. INN/AB: Letrozole

[MToxazanwms: [IpogykTsT chabpxka Letrozole, u e mokasas 3a:

- AnroBaHTHa Tepanus NPU JKEHU B IIOCTMEHONAy3a C IMO3UTHBEH 3a XOPMOHAJIHU PELENTOPH
VMHBA3MBEH PaK HA I'bpJlaTa B HAYAJICH CTAIUN.

- PasmmupeHa aqioBaHTHa Tepanusl Ha IO3UTUBEH 3a XOPMOHAJIHM PELENTOPH MHBAa3UBEH paKk Ha
rbpJaTa MpH KEHH B MMOCTMEHOIAy3a, KOUTO MPEIH TOBAa ca OWIIM JIEKyBaHU C TAMOKCHU(EH KaTo
CTaHJapTHA aJ0BaHTHA Tepalus 3a IEPUOJ OT 5 TOJHHHU.

- Tepam/ls{ OT II'bpBa JIMHUA IPHU KCHU B IIOCTMCHOIIAY3a C MO3UTUBCH 3a XOPMOHAJIIHU PCUCIITOPU
aBaHCHpaJ pak Ha I'bpJara.

- JleueHue Ha aBaHCHpall paKk Ha I'bpAaTa Clie] pelruIUB WIK Iporpecus Ha 3a00JIIBaHETO MPH JKEHU C
€CTECTBEH WJIN U3KYCTBEHO MHAYLIMPAH IOCTMEHOIIAY3aJIEH €HIOKPUHEH CTAaTyC, KOUTO IPEAH TOBA ca
JIEKYBAHH C aHTHECTPOTECHH.

- HeoanroBaHTHA Tepamnus py )KEHU B TOCTMEHOIIAY3a C IO3UTUBEH 3a XOpPMOHAIHU penentopu, HER -
2 HeraTubeH paK Ha repaara, Ipyu KOUTO XUMMUOTEPpANIHATa HE € MOAXOAAIIa U JIMIICBAT IIOKa3aHWA 3a
He3a0aBHO ONEPaTHBHO JICUEHUE.

He e nokxazana eukacHOCT NP MallMEHTH C HETATUBEH 32 XOPMOHAJIHU PELETITOPU paK Ha r'bpJaTa.

6. INN/AB: Metronidazole

ITokazanus: IIponykTsT chabpka Metronidazole, u e mokaszaH 3a mpo¢WIAKTUKa U JIEYEHUE Ha
MH(pEKIUH, TPU KOUTO ca J0Ka3aHU aHaepoOHU OaKTepUH UK Cce MpeAroara, ye ca IpUIUHUTENH.
Mertponunazon ABP e nokaszan npu Bb3pacTHH U JIela 3a CICTHUTE WHANKALUY:

- JleueHne Ha ypOTreHUTATHA TPUXOMOHHA3A;

- JleueHue Ha OCTBp YJILEPO3€H THHTUBUT;

- Jleduenue Ha nndexuu, npuunHeHu ot E. histolytica (BKiIFOUNTETHO HOCUTENCTBO) - ameOnasa;
- Jleuenne ©Ha wuHpexkuuu, npuunHeHn oT G. Lamblia (BKIIOUMTENHO HOCHTEICTBO) -
XKuapauaza/aamOamnasa;

- [Ipopumnaktuka U JeueHHe Ha WHQPEKIUH, ABDKAIIM Ce Ha aHaepoOHM OakTepuu, IO-
crienuaiHo Ha BujoBeTe Bacteroides, anaepoOHM cTpenTOKOKH, (Hy300aKTeprH, KIIOCTPUIUN U JP.;

- Jledenue Ha Hecrienu(UYEH BaruHUT;

- Jleuenue Ha OoCTpH 3bO0HU MH(DEKLINY;

- [TpodunakTuka Ha cieonepaTUBHU UH(PEKIUH, TPUUUHEHN OT aHAepOOHU OaKTepuH;

- JleyeHne Ha XpPOHHYHU PAaHU U A3BH O] HAJIATAHE C Bb3MOXKHA MH(MEKLHUs, TPUYHMHEHA OT
aHaepoOwu.

TpssbBa nma ce B3eme mpeaBHI OQUIMATHOTO PBHKOBOJICTBO 3a MOAXOASIIATa yrmoTpebda Ha
aHTHOAKTEepUATHU CPEJICTBA.
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7. INN/AB: Metformine hydrochloride

[Tokazanus: - HamanaBane Ha pucka wid 3a0aBsiHE Ha Pa3BUTUETO HA 3axapeH nuabeT T 2 mpu
BBH3PACTHU MAIMEHTH, MAMEHTH C HATHOPMEHO TErJ0 ¢ HapylleH riroko3eH Tonepanc (HI'T) w/mm
HapyIleHa mia3MeHa rirokosa Ha riaaaHo (HI'T), u/unu noBummenu crorinoctu Ha HbAIC, kouto ca:

- C BHCOK PHUCK OT pa3BUTHUE HA 3axapeH aquadet tun 2 (BK. Touka 5.1) u

- C mporpecuss KbM pa3BUTHE Ha 3axapeH auabeT Tul 2, BBOPEKH 3all0YBAaHETO Ha MHTEH3MBHA
IIPOMsIHA B HAYMHA Ha )KUBOT 3a 3 110 6 Mecela.

Jleuenuero ¢ Heopopmun XR TpsiOBa na Obae 6a3upaHo Ha OlEHKA Ha pUCKa BKIIIOYBAIIA MTOIXOSIIN
MEpPKH 3a TIMKEMHYEH KOHTPOJI, KaKTO M JIOKA3aTeJICTBA 33 BHUCOK KapAMO-BACKYJIAPEH PHUCK (BIXK.
Touka 5.1).

[IpomsiHaTa B HaYMHA Ha >)KMBOTA HA MalMEHTa TPsAOBa Ja MPOABIDKHU MPH 3all0YBaHE HA TEPaIus C
MeT(hOPMHUH, OCBEH MTPH HEBB3MOKHOCT Ha MAIMEHTa OPAAX MEIUIIMHCKU PUYHHH.

- Jleuenue Ha 3axapeH AuadeT TUN 2, IpU Bb3PACTHU, OCOOEHO MPU MALUEHTH ¢ HAJHOPMEHO TETJIO,
KOraTo camo JueTa U (pU3M4ecKH yHIpaKHEHHUsS He BOIAT A0 aJeKBaTeH IIIMKEeMUYeH KOHTpoi. [Ipu
BB3pacTHU, Heohopmun XR morar na ce mpuimarat KaTo MOHOTEpAIUsl WM B KOMOMHALIUS C APYTH
MepopaHu aHTUIMA0ETHU JIEKApPCTBEHU MPOAYKTH, WU C UHCYIIHH.

8. INN/AB: Metformine hydrochloride

[Tokazanms: - HamansBaHe Ha pricka WM 3a0aBsiHE HAa Pa3BUTHETO Ha 3aXapeH auadeT TUM 2 MpH
BB3PACTHH MAIMEHTH, MAIIMEHTH C HAJTHOPMEHO TErJo ¢ HapylieH rioko3eH Toaepanc (HI'T) u/unu
HapyIlIeHa ria3MeHa riroko3a Ha rinaaao (HI'T), w/wnm nosumenn croitnoctn Ha HbAIC, xouTo ca:

- C BHCOK PHUCK OT pa3BUTHUE Ha 3axapeH auadet tun 2 (Bxk. Touka 5.1) u

- C mporpecusi KbM pPa3BUTHE Ha 3axapeH nuabeT THI 2, BBIPEKH 3al0YBAHETO HA WHTCH3MBHA
MPOMsIHA B HAYMHA Ha )KUBOT 32 3 110 6 Mecela.

Jleuenunero ¢ Heohopmun XR TpsiOBa ga 661€ 6azupaHo Ha OIEHKA HA pUCKa BKIFOYBAIIA MTOAXOSIIN
MEpKH 3a TJIMKEMHUYEeH KOHTPOJ, KaKTO M JIOKA3aTeJICTBAa 32 BUCOK KapAHO-BacKyJlapeH pUCK (BK.
Touka 5.1).

[IpoMsHaTa B HauMHA Ha KMBOTA Ha MAIlMEHTa TPsOBa Ja MPOABIHKH MPHU 3all0UBaHE Ha Tepamnus C
MeT(GOPMHH, OCBEH NMPH HEBB3MOKHOCT HA MAIIMEHTA MOPAIH MEAUINHCKHI TPHYNHH.

- Jleuenue Ha 3axapeH AuabeT TUM 2, MpU Bb3PACTHU, OCOOEHO MPH MALMEHTH C HATHOPMEHO TerJo,
KOTaTo camMo JueTa W (pu3muecKu ynpaKHEHUs He BOASAT IO a/IeKBaTEH IIIMKeMHYeH KOHTpoi. [Ipu
BB3pacTHU, Heopopmun XR Morar na ce mpuiiarat kKaro MOHOTEpAnus Wik B KOMOMHAIUS C IPYTH
MEPOPATTHY aHTUINAOSTHU JIEKAPCTBEHU TPOIYKTH, WII C WHCYIIHH.

9. INN/AB: Metformin hydrochloride

[Tokazanus: - HamansBaHe Ha prcka WU 3a0aBsiHE Ha pa3BUTHETO Ha 3axapeH nualber TN 2 mpu
BB3pAaCTHH MAIMEHTH, MAIMEHTH C HAJIHOPMEHO TErJo ¢ HapylleH rioko3eH Toaepanc (HI'T) n/unu
HapylleHa I1a3MeHa riatoko3a Ha rnaano (HI'T), w/mnm noBumienu croitnoctu Ha HbAIC, kouTo ca:

- C BHCOK PHUCK OT pa3BUTHE Ha 3axapeH auader Tun 2 (Bk. Touka 5.1) u

- C mporpecusi KbM pa3BUTHE Ha 3axapeH IuabeT THUI 2, BBIPEKH 3al0YBAHETO HAa WHTEH3HBHA
MpoMsHa B HAYMHA Ha )KUBOT 3a 3 710 6 Mecena.

Jleuennero ¢ Heohopmun XR 1psi6Ba 1a 0b/1€ 6a3upaHo HA OIIEHKA Ha PUCKa BKJIFOYBAILA [TOIXOJISIIN
MEpKHU 32 TJIMKEMUYEeH KOHTPOJ, KaKTO M JIOKA3aTeJCTBa 3a BHCOK KapAHO-BaCKYJIapeH pUCK (BK.
Touka 5.1).

[IpomsiHaTa B HauMHA Ha >)KMBOTA Ha MallMEHTa TPsAOBa Ja MPOABIDKHU MPH 3all04YBaHE Ha TEPaIus C
MeT(hOPMIUH, OCBEH MTPU HEBB3MOKHOCT Ha MAallMEeHTa NOPaJAu MEIUIIMHCKU PUINHH.

- Jleuenue Ha 3axapeH AuabeT TN 2, MPH BB3pPacTHU, 0COOEHO MPH MALMEHTH C HATHOPMEHO TerJIo,
KOraTo camMo Auera M (pu3nuecku ynpaKHEHUs He BOAAT 10 a/eKBAaTeH IIMKeMHYeH KOHTpoi. IIpu
BBb3pacTHU, Heopopmun XR morar na ce mpuinarat KaTo MOHOTEpAIusl UM B KOMOMHALIUS C APYTH
NEepOpaIHU aHTUANAOETHHU JIEKAPCTBEHU MPOIYKTH, WU C HHCYIIHH.
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10. INN/AB: Tamsulosin and solifenacin

[Tokazanus: [IpoaykTsT chabpika solifenacin succinate u tamsulosin hydrochloride u e moka3zan 3a
JieYeHHE Ha YMEPEHH JIO TEXKKU CHMITOMH Ha ChXpaHEHHE (HEOTJIOXKHOCT, NOBHIICHA YECTOTa Ha
YPUHHpPAHE) U CUMIITOMH Ha U3MIpa3BaHe, CBbP3aHU C JOOPOKAYECTBEHA MPOCTATHA XHIICPIUIA3US
(AIIX) mpu MBxKe, KOUTO OTrOBapsT HEAJCKBaTHO HA JICUCHHE C MOHOTEPAIIHSI.

11. INN/AB: Timolol, combinations

[Toxazanus: TORPIDA-T 0,3 mg/ml + 5 mg/ml eye drops, solution cbabpka aKTUBHUTE BEIIECTBA
OMMAaTONPOCT U THMOJIOJIOB MajieaT M € MOKa3aH 3a MOHIKCHHE Ha BhTPeouHOTOo Haysirane (BOH)
IpU BB3PACTHU MAIMEHTH C OTKPUTOBIBJIHA INIAYKOMa W OYHA XUIEPTEH3HUS, KOUTO C€ MOBJIHSBAT
HEJOCTATh4HO OT JIOKATHH OeTa-0JIOKepH MM NPOCTATIaHANHOBH aHAIO3H.

12. INN/AB: Dexpanthenol, Xylometazoline

ITokazanug: Karo nazanen ACKOHI'CCTAHT IIpH XpEMa M 3a NOAINOMAraHe 3apacTBaHCTO Ha JIC3UHU I10
Ha3aJIHaTa JIMraBua u CbCCAHUTC KOXHH Y4aCTbUH,; 3a oOJIeKuaBaHe Ha Ba3OMOTOPCH pUHHUT U 34
JIeYeHUE Ha HapyLIEHOTO IUINAHE IPe3 HOoca Clel HasajlHa XUPYPIUA. JIEKAPCTBEHUS IMPOLYKT €
npeaHa3Ha4YCH 3a y1'IOTp66a IIpHu Bb3paCTHU M €A HaJl 6 TOOUHH.

13. INN/AB: Dexpanthenol, Xylometazoline

ITokazanug: Karo nazanen ACKOHI'CCTAHT IIpH XpEMa M 3a NOANOMAraHe 3apacTBaHCTO Ha JIC3UHU I10
Ha3aJIHaTa JMraBula U CbCCAHUTC KOXHHU YUaCTbLU, 34 o0JIeKuaBaHe Ha Ba3OMOTOPCH PUHHUT U 34
JICHCHHUEC Ha HApPYUWICHOTO JUIIAHC IIPE3 HOCa CJICA Ha3ajlHa XHUPYprudHa OIlcpanus. Kcumazon
[lennaTpuk e npeaHa3HaveH 3a ynorpeda Mpu Bb3pacTHU U MPH Jela MEXIY 2 U 6 TONHHU.

14. INN/AB: Apixaban

[Tokazanus:

[IpeBenmus Ha BeHO3HU TpoMOoeMOoanunu croutus (BTE) npu Bb3pacTHU ManueHTu, KOUTO ca
MIPETHPIENN eJIEKTUBHO IPOTE3MpaHe Ha Ta300ejpeHaTa Wi Ha KOJISHHATa CTaBa.

[TpeBeHIMS Ha UHCYIIT U CUCTEMEH eMOOJIM3BbM P Bb3PACTHU MALMEHTH C HEKJIAITHO MPEeAChPIHO
mbaeHe (non-valvular atrial fibrillation, NVAF) ¢ enun wiu moBede puckoBH (pakTopu, KaTo
Ipe/IIecTBall HHCYAT UM TpaH3UTOpHa ucxeMuyHa aTaka (THA), Bb3pacT > 75 ronuny,
KHUIIEPTOHUS, 3aXapeH Auades, CMMITOMaTu4YHa chpaedHa HenocraTbuHocT (Kiac mo NYHA >I0).
Jleuenue Ha npn6oka BeHo3Ha TpoMmbo3a ([IBT) u 6enoapodben em6onuszbm (BE) u mpeBennus Ha
petuausupanu /IBT u BE npu Bbp3pacTtu (Bk. Touka 4.4 3a XeMOAMHAMUYHO HECTAOWIIHU TAIllUEHTH
c BE.).

15. INN/AB: Apixaban

Iloxka3annus:

ITpeBenmus Ha BeHO3HU TpoMOoeMOonuHu crouTtus (BTE) npu Bb3pacTHU ManueHTu, KOUTO ca
MIpEeTHPIENN eJIeKTUBHO IPOTE3MpaHe Ha Ta300ejpeHaTa Wi Ha KOJISHHATa CTaBa.

[TpeBeHIMS HA UHCYIIT U CUCTEMEH eMOOJIM3BbM P Bb3PACTHU MALMEHTH C HEKJIAITHO MPEeACHPIHO
mbkaeHe (Non-valvular atrial fibrillation, NVAF) ¢ enqun win moBede puckoBU (PaKTOPH, KaTO
MpeIecTBall HHCYT UK TpaH3UTOpHA ucxemuyHa araka (TUA), B3pacT > 75 ronuny,
KUIIEPTOHMS, 3aXapeH auadel, cHMIToMaTHYHa chpaeuHa HegoctarbyHocT (Kimac mo NYHA >10).
Jleuenue Ha nbpin0oka BeHo3Ha Tpombo3a ([IBT) u 6enoapodben em6onuzbM (BE) n npeBennus Ha
peunausupaiiy BT u BE npu Bs3pacThu (BXk. Touka 4.4 32 XeMOJIMHAMUYHO HECTAOMITHH MAI[IEHTH

c BE.).
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11, JlekapcTBen(u) npoaykr(u), kanauaarcream(u) 3a [IOJJHOBSIBAHE na pa3peinenne 3a
ynorpeda no HAMOHAJIHA MPoLETyPA.

1. Nme (cBOOOAHO M30OpaHo) Ha sekapctBenus npoaykt: INSUFOR 500 mg film-coated tablets
INN/AB: Metformin hydrochloride

[MTokazanust: Jledenue Ha 3axapeH quadeT Tul 2, 0COOCHO NPH MAIMEHTH C HaTHOPMEHO TErjI0, KOraTo
caMo JueTa U GU3MYECKU YIPAKHEHHS HE BOIAT JI0 a[ICKBAaTECH MIMKEMHUYCH KOHTPOJI.

- Ilpu BB3pactHu UHCy(hop Moxe na ce mpuiiara KaTo MOHOTEpanmus WM B KOMOMHAIMA C IPYTH
NepOPaTHA AaHTUANAOCTHH JICKAPCTBEHU MPOYKTH WM C HHCYJIHH.

- IIpu nmeua nag 10 roaunu u ronomm WMHCydop Moxke ga ce mpuiiara Karo MOHOTEpanus WId B
KOMOHHAIHSI C MHCYJIHH.

VYCcTaHOBEHO € HaMalIeHHE Ha YCJIOKHEHHUATA, CBbpP3aHH C auabera, NpU BB3PACTHU MALUCHTH C
HAJHOPMEHO TErJIO U auabeT TUM 2, JeKyBaHU ¢ METGOPMHUH, KaTO IbPBH W300p HA JICUCHUE CIIC]
HeycrenHa queta. (Bx. 1. 5.1).

2. Nme (cBobomHO m30pano) Ha nekapcrBenust npoaykr: INSUFOR 850 mg film-coated tablets
INN/AB: Metformin hydrochloride

[Moka3zanus: JleueHne Ha 3axapeH AuabeT TUIT 2, 0COOCHO MPH MAIMEHTH C HAIHOPMEHO TErJI0, KOraTo
caMo JueTa U GU3MYECKH YIPAKHEHHS HEe BOJAT 710 aICKBATECH MIMKEMHYCH KOHTPOJI.

- Ilpu BB3pactHu UHCY(hop MOke na ce mpuiiara KaTo MOHOTEpamus WM B KOMOWMHAIMA C IPYTH
MepOpaTHH AaHTUANAOCTHH JIEKAPCTBEHHU MPOAYKTH HIIH C UHCYJIHH.

- IIpu neua vag 10 roxmuu m roHomm WHCyhop MOXke aa ce mpuijara KaTo MOHOTEpAnusl WM B
KOMOHHAITHSI C MHCYJIHH.

VCTaHOBEHO ¢ HaMaJeHHe Ha YCIOKHCHUSTA, CBbP3aHW C jauabera, MpU BH3PACTHH MANUCHTH C
HAJHOPMEHO Terjo u AualdeT THMl 2, JeKyBaHH ¢ MET(GOPMHH, KaTO MMbPBU U300p Ha JICUCHUE CIIE
HeycnenHa auera. (Bx. 1. 5.1).

3. NUme (cBobomHO m30paHo) Ha snekapctBenus mpoaykr: INSUFOR 1000 mg film-coated tablets
INN/AB: Metformin hydrochloride

[Tokazanus: Jleuenne Ha 3axapeH nuadeT THM 2, 0COOCHO MPH MAIMEHTH ¢ HAJHOPMEHO TETJI0, KOraTo
caMmo JueTa U GU3NYECKU YIPaXHEHUs He BOAAT J0 a/IeKBaTeH INIMKEMUYEH KOHTPOJI.

- IlIpu BB3pactHun UHCY(hop MOXe na ce mpuiara KaTo MOHOTEpanmus WM B KOMOWHAIMA C IPYTH
NEepOpaHU aHTUMAOETHH JIEKAPCTBEHU MPOTYKTH WM C UHCYJIHH.

- [Ipn nena nan 10 ronuuu u roHowwm MHCydop Moke na ce mpuiara KaTo MOHOTEpanusi Wik B
KOMOMHAIMSI C MHCYJIUH.

YcTaHOBeHO € HamalieHWe Ha YCIIOKHEHHSTa, CBbp3aHM ¢ auabera, MpPU BB3PACTHU TAIMEHTH C
HAQ/IHOPMEHO Terjo M auabeT THUM 2, JeKyBaHU C MET(GOPMHH, KaTo IMbPBHU M300p HA JICUEHHE CIe]
HeycrenHa auera. (Bx. 1. 5.1).

4. Nme (cBOOOmHO M30pano) Ha nekapctBenus mpoaykt: TROXIMETACIN 30 mg/20 mg/g gel
INN/AB: Indometacin/Troxerutin

[Tokazanus: IlponykTsT chabpxka 30 mg Indometacin u 20 mg Troxerutin u e mokasaH 3a
CUMIITOMAaTU4HO JICYEHHE Ha!

- IPOSIBUTE HAa XpPOHUYHA BEHO3HA HEJJOCTATHYHOCT (OTOK, OOJIKA U TEKECT B KpaKarta);

- MIOBBPXHOCTEH TpoMOO(DIeouT, iedbut; mocthaeONTHH ChCTOSHHS;

- B KOMIUIEKCHOTO JIeUeHHE Ha XeMOopouJaiHaTa 60ecT;

- peBMaTU3bM Ha MEKUTE ThKaHU: TEHJAOBAarMHUT, OypcUT, GUOPO3UT, IEpUATPUT;

- IOCTOINIEPATUBEH OTOK, KOHTY3UH, JTyKCAllUH, JTUCTOP3UH.
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5. Nme (cBoOOomHO M30pano) Ha nekapcrBeHus npoaykT: LERCANIDIPINE ECOPHARM 20 mg
film-coated tablets

INN/AB: Lercanidipine

[Toxazanus: Jlepkanugunun Exodapm ¢unMupanu TabIeTKH € MOKa3aH 3a JICYCHHWE Ha JeKa JI0
yMEpeHa ECCHIIMATHA XUTIEPTOHMUS.

6. Ume (cBoOOmHO M30pano) Ha nekapctBeHus npoaykT: LERCANIDIPINE ECOPHARM 10 mg
film-coated tablets

INN/AB: Lercanidipine

[Tokazanus: Jlepkanugunun Exodapm ¢unmupann TabIeTKH € MOKa3aH 3a JICYCHHWE Ha JeKa JI0
yMepeHa ECCHIIMATHA XUTIEPTOHHUS.

7. me (cBOOOaHO M30paHo) Ha nekapctBenus npoaykr: NORMOBRADINE 5 mg film-coated
tablets

INN/AB: Ivabradine

[Tokazanusi:

CUMITOMATHYHO JICYCHHUE HA XPOHUYHA CTAOUIHA CTCHOKAP/IHS.

WBabpaguH € Moka3aH 3a CUMITOMATUYHO JIEYEHHWE HAa XPOHHWYHA CTaOMJIHA CTEHOKapAus NpU
BB3PACTHU C HCXEMUYHA OOJIECT HA CHPLETO C HOPMAJICH CHHYCOB PUTBM M ChpieyHa yectora > 70
yaapa B MuHyTa. IBaOpaaunH € mokazaH:

- [IpY Bb3PACTHU, KOUTO UMAT HEITIOHOCUMOCT WJIM MIPOTUBOIIOKA3aHUE KbM OeTa-0J10KepH

- WY B KOMOMHAaLUA ¢ OeTa-0JI0KepH Npy NAUEHTH, HEaJeKBaTHO KOHTPOJIUPAHU C ONTUMAJIHA 1032
Oera-0mokep.

JleyeHne Ha XpOHUYHA ChP/IeYHA HEJJOCTaTHYHOCT

NBabpanuH e mokazaH mpu XpoHUYHa chpiaeyHa HenoctarbyHocT kiac II mo IV mo NYHA cwe
CUCTOJIHA TUCHYHKIUS, IPU MALIUEHTH B CHHYCOB PUTHM, IIPU KOUTO ChpJeYHaTa 4ecToTa € > 75 ynapa
B MUHYTa, B KOMOMHAIINS ChC CTaHAAapTHA Tepanus, BKIIOYBalla JiedeHne ¢ Oera-0JI0Kep WK KOoraTo
Jie4eHneTo ¢ 6eTa-0JI0Kep € MPOTUBONOKAa3aHO UJIM HE ce MoHacs (BX. Touka 5.1).

8. Nme (cBoOOmHO M30pano) Ha JiekapcTBenus npoaykt: NORMOBRADINE 7,5 mg film-coated
tablets

INN/AB: Ivabradine

[Tokazanus:

CYMOTOMATHYHO JICYEHHE HA XPOHUYHA CTA0MIIHA CTEHOKAP/IHSL.

NBabpagnn e mokazaH 3a CHMOTOMATHYHO JIEYCHHME Ha XPOHHWYHA CTAaOWIIHA CTEHOKApIUs TpU
BB3PACTHH C UCXEMHYHA OOJIECT Ha CHPIETO C HOPMAJIEH CHHYCOB PUTHM U ChpjiedHa yectoTa > 70
yaapa B MuHyTa. MIBaOpaaunH € mokas3aH:

- IPY BB3PACTHH, KOUTO UMAT HEMOHOCUMOCT WJIM MPOTHUBOIOKA3aHNE KbM OeTa-0moKepu

- WUIK B KOMOMHAIs ¢ OeTa-0J0Kepu Py MaIMeHTH, HEaJIeKBAaTHO KOHTPOJIUPAHHU C ONTUMAJTHA /1032
OeTa-00Kep.

Jleyenune Ha XpOHUYHA ChPACYHA HEIOCTATHUYHOCT

WBabpanuH e mokazaH Nmpu XpoHUWYHA cbpaeyHa HepoctaTbyHOcT kiac Il mo IV mo NYHA cne
CUCTOJIHA TUC(YHKITHUS, TP MAIMEHTH B CHHYCOB PUTHM, TIPU KOUTO ChpJIEYHATA YeCcTOoTa € > 75 ynapa
B MUHYTAa, B KOMOWHAIIUS ChC CTaHAapTHA Teparus, BKIIOUYBAIA JEYCHHE ¢ OeTa-0JI0Kep WM KOTaTo
JIeYeHUEeTo ¢ OeTa-0JI0Kep € MPOTUBOIOKA3aHO UITH HE ce TIoHacs (BK. Touka 5.1).
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9. Nme (cBobOomHO mM30pano) Ha sekapcrBenus npoaykt: TOLTECON 4 mg prolonged-release
capsules, hard

INN/AB: Tolterodine

IMTokazanust: CAMITTOMATHYHO JICYECHHE HA UMIIEPATHBHA HHKOHTHHEHIIUS W/WIIH 9€CTO YyPUHHUPAHE U
UMITEPAaTUBHH MMO3WBHU 32 YPUHHpPAHE, KOMTO MOTAT Ja Ce IMOSABAT IPH IMAlMEHTH ChC CHHAPOM Ha
XHIIEPAKTHBEH TUKOYEH MEXYP.

10. me (cBOOOAHO M30pano) Ha stekapctBerus npoaykt: BENALGIN RAPID 500 mg/50 mg/37,61
mg powder for oral solution

INN/AB: Metamizole sodium, combinations excl. psycholeptics

[Tokazanus: [IpoaykTsT chabpxka Metamizole sodium monohydrate/Caffeine/Thiamine nitrate u e
MOKa3aH MpH BB3PACTHU U IOHOIIN HAJ| 16 TOAMHU 32 KPaTKOCPOYHO JICYEHHE Ha YMEPEHO J10 U3pa3eH
OO0JIKOB CHHJIPOM TIPH:

- r1aBo0oJMe, BKJI. MUTPEHA U TEH3MOHHO TJIaBOOOJIHE;

- BB3MAIMTEIHU U JIETCHEPATHBHH 3200 IsIBAaHMSI HA OTIOPHO-/IBUTATEIIHHS anapar;,

- IOCTOIIEPATUBHY CHCTOSIHHUS,

- 3a0oysBaHusl Ha nepudepHara HEpBHA cUCTeMa (PATUKYJIUTH, IJICKCUTH, HEBPHUTH, HEBpPAITHS,
MTOJINHEBPUTH, TTOJIMHEBPOIIATHH );

- IICMEHOpEs.

11. Nme (cBoGomno wu3bpaHo) Ha jekapctBenus mnpoxaykr: COXI 200 mg capsule, hard
Kokcu 200 mg TBbpAM KancyJ/iu

INN/AB: Celecoxib

[Tokazanms: Kokcu e mokas3aH 3a CHMIITOMAaTHYHO JICYCHHE HA OCTEOAPTPUT, PEBMATOUICH apTPUT U
AHKWJIO3HUPAI] CIIOHIUITHT.

Pemenuero 3a nmpennucane Ha cenektuBeH COX-2 nHXUOUTOpP TpsiOBa /1a c€ OCHOBaBa Ha OIEHKa Ha
LSAJIOCTHUSL PUCK MPU OTICIHUS MAIUECHT.

12. Nme (cBOOOMHO M30paHO) Ha nekapctBenus npoaykr: DOCETAXEL NOVAMED 20 mg/ml
concentrate for solution for infusion

INN/AB: Docetaxel

[Tokazanus: [IpoaykTsT chabpka 20mg/ml Docetaxel u e mokazan mnpu:

Pax Ha repaara

JlotieTakcen B KOMOMHAIUS C JOKCOPYOHITHH U IUKI0QochamMu/ € moKa3aH 3a alFoBAaHTHO

JIeYeHUe Ha MAIUEeHTKH C:

- orepabuJIeH pak Ha I'bp/aTa ChC 3acsraie Ha JUM(QHUTE Bb3IH

- orepabuiieH pak Ha IbpAaTa 6e3 3acsiraHe Ha JIUM(HHUTE BB3IH.

3a maueHTKH ¢ ornepabuiieH pak Ha rbpAara 0e3 3acsiraHe Ha TUM(HUTE Bb3JIU, aAI0BaHTHATA Tepanus
TpsiOBa na ObJE OrpaHHuYEHA 0 MAIMEHTKHU, MOAXOMASINM J1a MOoJy4aBaT XMMHOTEparus, ChIIIAaCHO
YCTaHOBEHHUTE MEKIYHAPOHH KPUTEPHH 32 ITPBUYHA TEPAITHsI HA paHEH pak Ha Ibpjata (BXK. TOYKA
5.1).

Jlouetakcen B KOMOMHAIUS C JOKCOPYOMIIMH € IMOKa3aH 3a JIYeHHWE Ha MAalUEHTKU C JIOKAIHO
HampeIHal WM METaCTaTHUeH paK Ha I'bpJaTa, KOUTO MPeIu TOBa HE ca MOMydaBail IUTOTOKCUIHO
JIeYEeHUE TI0 TO3U TIOBOJ.

JlolieTakcen KaTo MOHOTEpanusl € MoKa3aH 3a JIeYeHHE Ha MalMeHTKU C JIOKAIHO HAaNpeaHall WU
METacTaTU4YeH paK Ha TbpAara clie[] HEycleX Ha IMTOTOKCHYHA XxuMmuoTepamnus. [Ipeaxomnara
XUMHOTEpanus TpsiOBa J1a € BKJII0YBaJIa aHTPAUUKIINH WK aJIKHIMpAIll areHT.

Jlotietakcen B KOMOMHAIUS C TPACTy3yMal € MOKa3aH 3a JICYCHHE Ha MAIlUeHTKH C METaCTaTHYeH PaK
Ha repjaara cbe cBpbxekcnpecuss Ha HER2 u konTo npeau ToBa He ca OMiiH JIEKyBaHU C XMMHUOTEPaITUs
32 METaCTaTHYHO 3a00JIsIBaHE.

Jlouietakcen B KOMOMHAIUS C KalelUTa0uH € MOKa3aH 3a JIeYeHUe Ha MalUeHTKU C JIOKAJTHO
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HampeJHal WIM MeTacTaTHUeH paK Ha rbpJara cjiel HeyCleX Ha IUTOTOKCHYHA XHMHOTEPAITHs.
[Ipenxomuara Tepanus TpsOBa 1a € BKIIOYBAIA aHTPAIMKIIHH.

Henpebnokierpruen 6emoapoOeH pak

Jlorierakces € oKa3aH 3a JICYCHHE Ha MAIMEeHTH C JOKAJTHO HalpeIHall WM METaCTaTUu4YeH
HepeOHOKIIEThUEH OeIOIPOOCH PaK ciell HeyCleX Ha MPeaX0aHa XUMHOTEPAIIHs.

Jlonierakcen B KOMOMHANMs € IUCIUIATHH € TOKa3aH 3a JICYCHHE Ha MalMeHTH C WHOIepalHIieH,
JIOKAJTHO HalpeIHaN WM METAaCTaTU4eH HEeIpeOHOKIEThYCH 0eI0po0eH paK MpH MalueHTH, KOUTO
HE ca MOJIy4aBajl XUMHOTEPAIHs [0 MOBOJ] TOBa 3a00JIsIBaHe.

Pak Ha nmpocrarara

Jlonierakcen B KOMOMHALIMS C TIPEAHU30H HIIM MPEIHU30JIOH € MOKa3aH 3a JIeueHHe Ha MalMeHTH C
XOpMOHOpedpaKkTepeH METaCTaTUYCH PaK Ha

13. Nme (cBOGOIHO M30paHo) Ha JekapcTBenus npoaykt: TAMSTERID 0,5 mg/0,4 mg capsules,
hard

INN/AB: Tamsulosin and dutasteride

[Tokazanus: JleueHue Ha yMEpPEHO TEXKa /10 T€XKa CUMITOMAaTHKa Ha JOOpOKauecTBEHa MPOCTaTHA
XUNEePIUIa3us

(AIX).

HamansBane Ha pricka OT ocTpo 3aabprkaHe Ha ypunata (O3Y) u xupypruuecka Hameca rnpu
ITALUECHTH C YMEPEHO TEXKa J10 TeKKa cumnTomaruka Ha J{I1X.

3a undopmanus 3a epeKTUTE OT JICYCHUETO U PA3TUYHUTE TPYIU HAIlUSHTH, TPOYYCHH B KITUHUYHUTE
W3NUTBAHUSA, MOJISL BUXKTE Touka 5.1.

14. Nwme (cBoOOaHO M30panHo) Ha sekapcrBenus npoaykT: SINTUSS 0,5% oral drops, solution
INN/AB: Butamirate

IMokazanus:: CHHTYC pa3TBOpP € IOKa3aH 3a CHMIITOMAaTHYHO JIEYEHHE Ha CyXa HENMpPOIyKTHBHA
KallJTMIA ¢ Pa3IHYeH MPOU3XO/.

IMpu nera Ha BB3pacT Moj 2 Mecela, MPOAYKTHT Ce MpHiIara eAMHCTBEHO 10 JIEKAPCKO MPEANUCaHuE.

15. Nme (cBOGO1HO M30pano) Ha jgekapcTBenus npoaykT: IBULEK CHILDREN 100 mg/5ml oral
suspension

INN/AB: Ibuprofen

[TokazaHus: - MTOHWKEHHE HA TeMIIepaTypa, BKIIOYUTEITHO CJIel UMYyHHU3AIHS;

- obiiexkyaBaHe Ha OOJIKa MPU HUKHEHE Ha 350H, 35000071, Bh3MaJIEHUE Ha I'bPIOTO, OOJIKU B YIIHUTE,
rI1aBo6osue, ci1adu OONKH Clie]] TPAaBMHU U HaBSIXBAHMSL.

IV.  JlekapcrBeH(n) nponykr(u), kanauaarcrBam(u) 3a [IPOMSIHA na pa3pemienue 3a
ynorpebda

1. Nme (cBoOOHO M30pano) Ha ekapcTBenus npoaykT: BERLIPRIL 5 mg tablets

INN/AB: Enalapril

ITokazanus: JleueHne Ha XUNIEPTOHMSL.

Jleyenne Ha cuMIITOMaTHYHA ChpAEYHA HEIOCTATHYHOCT

[IpodunakTuka Ha CHMOTOMATHYHA ChpAEYHA HEJOCTATHUYHOCT NPHU TMAIMEHTH C aCMMITOMHA
JIeBOKaMepHa AuchyHKIM (JIeBokaMepHa (ppakiis Ha U3TJIACKBAaHE MO-MaJIKO UM paBHO Ha 35%).
Kagmnnarcrsa 3a: [IPOMSHA

IIpomenu: B.1.4 (C.1.4) Ilpomsna(un) B Kparkara XxapakTepucTHKa Ha HpPOJYKTA, JaHHUTE BBPXY
OMAKOBKUTE WM JINCTOBKaTa BBB BpPB3KA C HOBU JaHHU 3a KayeCTBOTO, MNPEIKIMHUYHUTE U
KIIMHUYHHATE JAaHHU WIH JAaHHWUTE 32 JiekapcTBeHa O6e3omacHocT-Turm I - Akryanusupane Ha KXIT B T.
4.5 B3auMopeicTBHE C IPYTy JEKAPCTBEHU MPOIYKTH U APyTrH (opMHU Ha B3auMOJEHCTBHE U T. 4.8
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Hexenanu jekapcTBEHU PEakLUH, U CbOTBETHUTE paszaenu Ha JIII, B3 OCHOBa Ha HOBM KIMHHYHU
JaHHW OTHOCHO B3auUMOJeicTBUE ¢ MeT(OpMUH (IOBUIIEH PUCK OT JAKTaTHA auuao3a IpH
€IHOBPEMEHHO MPUJIOKEHHUE Ha €HaJaNpui U MET(OPMUH), KAKTO U XapMOHMU3HpaHE TEKCTOBETE Ha
IpOAYKTOBaTa MH(OpPMAIH ¢ IPOIyKTOBaTa HH(OpMAIHs Ha MET(HOPMUH-CHIBPIKAILH JIEKAPCTBEHU
IIPOJYKTH OTHOCHO TOBA B3aUMOJCHCTBHE.

2. Ime (cBOOOaHO M30pano) Ha stekapctBenus npoaykr: BERLIPRIL 10 mg tablets

INN/AB: Enalapril

[Tokazanus: JleueHue Ha XUTIEPTOHMUS.

JleyeHne Ha cuMIITOMaTHYHA ChPJEYHA HELOCTATHYHOCT

[Ipodunaktuka Ha CUMOTOMATHYHA ChpAECYHA HEAOCTATHUHOCT MPU MAIMEHTH C ACHUMIITOMHA
JeBOKaMepHa AuchyHKIM (JIeBoKaMepHa (ppaxius Ha U3TJIACKBAHE ITO-MaJIKO WM paBHO Ha 35%).
Kannunarcrsa 3a: [IPOMSIHA

[Ipomenu: B.1.4 (C.1.4) [Ipomsana(u) B Kparkata xapakTepucTUKa Ha IMPOJYKTa, JAHHUTE BbPXY
OMAaKOBKUTE WM JIHCTOBKAaTa BbB Bpb3Ka C HOBU JaHHU 32 KayeCTBOTO, MPEAKIMHUYHUTE H
KIIMHUYHUTE JaHHU WA JaHHUTE 3a JekapcTBeHa 6ezonacHocT-Tum II - Akryanusupane na KXII B T.
4.5 BzaumopeiicTBue C IPYrH JIEKapCTBEHH MPOIYKTH U APYyru GopMu Ha B3auMoJeiicTBue U T. 4.8
Hexenanu nekapcTBEHU peakiuy, U CbOTBETHUTE paszjaenu Ha JIII, B3 OCHOBa Ha HOBU KIMHMYHU
JaHHU OTHOCHO B3aMMOJEHCTBHE ¢ MeTPOpMUH (MOBUIIEH PHUCK OT JIaKTaTHA alua03a IMpu
€THOBPEMEHHO MPHUJIOKEHHNE Ha SHAJANpW 1 MET(HOPMHUH), KAaKTO M XapMOHH3UPAHE TEKCTOBETE Ha
MPOyKTOBaTa MH(GOpMAIUs C MPOIyKTOBaTa HH(pOpMaIus Ha MET(GPOPMHUH-CHIbPIKAIHN JEKAPCTBEHU
IIPOJYKTH OTHOCHO TOBA B3aUMOJICHCTBHUE.

3. Nme (cBOOOAHO M30paHo) Ha nekapcTBeHus npoaykt: BERLIPRIL 20 mg tablets

INN/AB: Enalapril

[Tokazanusa: XuneptoHus. ChpJiedHa HEAOCTATHUHOCT B ChUETAHUE C JIUYPETULM M OCOOEHO INpHU
TEXKHU ClIydau Ha Chbp/ieYHa HEAOCTAaThYHOCT B ChUETAHUE C TUTMTAIUC. ACUMIITOMHA JIEBOKaMEPHA
nucyHKus (ppakuys Ha U3TIACKBaHE Ha JsiBaTa kamepa < Wi = oT 35%).

Kannunarcrsa 3a: [IPOMSIHA

IIpomenu: B.1.4 (C.1.4) IIpomsna(n) B Kparkara xapakTepucThka Ha HPOJYKTa, JTaHHUTE BBHPXY
ONIAKOBKUTE WM JMCTOBKAaTa BBB Bpb3Ka C HOBHM [JaHHU 3a KayeCTBOTO, MNPEAKIMHWUYHUTE U
KJIIMHUYHUTE JaHHU WA JaHHUTE 3a JekapcTBeHa 0e3zonacHocT-Tum 11 - Akryanusupane va KXII B T.
4.5 B3aumopelcTBHE ¢ IpyTH JIEKApCTBEHU NMPOSYKTH U APYyrd opMu Ha B3aumojeictsue u T. 4.8
Hexenanu nekapcTBeHU peakiyy, U ChOTBETHUTE paszaenu Ha JIII, B3 OCHOBa Ha HOBH KIMHMYHU
JaHHU OTHOCHO B3auMojeicTBue ¢ MeThopMuH (MOBHMIIEH PHUCK OT JIaKTaTHA alnujao3a Mpu
€THOBPEMEHHO MPUJIOKEHNE Ha eHajanpuil U MET(GOPMHH), KAKTO U XapMOHU3HpaHe TEKCTOBETE Ha
poAyKTOBaTa MH(OpMAIH ¢ IPOIyKTOBaTa HH(pOopMaLKsi Ha MET(HOPMHUH-ChIbPIKAILH JIEKAPCTBEHU
MPOJYKTH OTHOCHO TOBA B3aUMO/ICHCTBUE.

4. Nme (cBoOomHO M30paHo) Ha yekapcTBenus npoaykt: CALPOL 120 mg/5 ml oral suspension
INN/AB: Paracetamol

[Tokazanus: 3a jedeHWe Ha JIEKH O YMEPEHH OOJKH W KaTO aHTUIHUPETHK. 32 CUMIITOMATHYHO
JieyeHre Ha Ii1aBoOosne, HEeBpaiIrus, 36000071, OONKM MpPH HUKHEHE Ha 3bOUTE, BH3MAIECHO I'bPIIO,
rputl, GeOpUINTET, TPECKA.

Kagmnnarcrsa 3a: [IPOMSHA

IIpomenu: B.1.4 (C.1.4) IIpomsna(un) B Kparkara xapakTepucTHKa Ha HMPOAYKTA, JTaHHUTE BBPXY
OMAaKOBKUTE WJIM JMCTOBKAaTa BbB Bpb3Ka C HOBU JaHHM 3a KayeCTBOTO, NPEIKIUHUYHUTE U
KIMHUYHHUTE aHHHU WIM JaHHWUTE 3a JiekapcTBeHa Oe3zomacHocT-Tum 11 - Akryanusupane na KXII u
JIIT B crotBeTcTBHE ¢ Company Core Data Sheet (CCDS) v. 8.0.

5. Nme (cBoOomHO M30pano) Ha JiekapcTBenus npoaykt: CALPOL 250 mg/5 ml oral suspension
INN/AB: Paracetamol
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[Tokazanus: 3a JeyeHHe Ha JIEKHM O YMEpPEeHH OOJKM U KaTO AHTUIHUPETHK. 3a CUMITOMATHYHO
JIeYCHUE Ha TIaBoOOJIMe, HeBpaITHus, 3600001, OOJIKH NIPU HUKHEHE HA 3bOUTE, BBH3IMAJICHO I'bPJIO,
rpun, GpeOpuInTeT, TpecKa.

Kanaunarcrsa 3a: [IPOMSAHA

[Tpomenu: B.1.4 (C.1.4) IIpomsna(u) B Kparkata xapakTepuCTHKa Ha MPOAYKTA, JAHHUTE BBPXY
OMAaKOBKUTE WJIM JIUCTOBKaTa BHB BPB3KA C HOBU JaHHU 3a KayeCTBOTO, MNPEIKIMHUYHUTE U
KJIMHUYHUTE JaHHW WK JaHHHUTE 3a JekapcTBeHa OezonacHocT-Tun II - Axkryanusupane Ha KXIT u
JIIT B ceoTBeTcTBHE ¢ Company Core Data Sheet (CCDS) v. 8.0.

6. me (cB0OOIHO M30paHo) Ha jekapcTBeHus npoaykt: CLOTRIMAZOL GSK 100 mg vaginal
tablets

INN/AB: Clotrimazole

ITokazanus: JledeHue Ha BarmHUT, MpuuuHeH oT reonuku Candida.

Kanaunarcrsa 3a: [IPOMSHA

IIpomenu: B.1.4 (C.1.4) IIpomsana(un) B Kparkara xapakTepucThka Ha MPOJYKTa, JTaHHUTE BHPXY
OMAaKOBKUTE WJIM JMCTOBKAaTa BbB Bpb3Ka C HOBU JAaHHM 32 KayeCTBOTO, MNPEAKIMHUYHUTE U
KIMHUYHUTE JAaHHU WIK JaHHUTE 3a JekapcTBeHa 6ezomacHocT-Tur I - Aktyanusupane Ha KXII B 1.
4.4 CneunanHy OpeaynpexIeHUs U Ipeaa3Hi MEPKHU IIpH yrioTpeoda, T. 4.6 @eprunuret, OpeMEHHOCT
U KbpMeHe U T. 4.8 HexxenaHu JiekapCTBEHU peakiuu, U cCboTBeTHUTE pasznenu Ha JII1 moakpeneno c
Clinical Ovewiev, KakTo U peaKIIMOHHH IPOMEHH B TEKCTA.

7. Ime (cBobomno m30Opano) Ha sekapcrBenus npoaykr: CLOTRIMAZOL GSK 1 % cream
INN/AB: Clotrimazole

[MToxazanwms: [IpogykTsT chabpxka clotrimazole u e mokasaH 3a JIOKAJTHO JICYCHHE Ha:

- BCHYKHM JEpMaTOMHKO3M, NMPUYMHEHU OT IJIECEHH M APYrd I'bOMYKH (HampuMmep BHJIOBE OT
Trichophyton), BkimtounTenHo nepmaropurosa (ringworm);

- reOnyHM uHpekuuu, npuurHenu ot Candida u 1pyru yyBCTBUTENHHU NaToreHu kato Staphylococci
u Bacteroides, Ho He cpernry Lactobacilli;

- KOKHHU 3200J1sIBaHUs, TIOKA3BAIM BTOPUYHA HHPEKIHS C T€3H 'bOMYUKH;

- KaHJU03€H OOPUB OT IMEJICHHU, BYJIBUT U OaJIaHUT;

- pityriasis versicolor;

- epUTpasMa.

Kannunarcrsa 3a: [IPOMSIHA

[Ipomenu: B.1.4 (C.1.4) IIpomsna(un) B Kparkara XapakTepucTuka Ha HPOAYKTa, JAHHUTE BBPXY
OMAKOBKUTE MJIM JIMCTOBKAaTa BBB BpPb3KAa C HOBU JIaHHM 3a KaueCTBOTO, NPEAKIMHUYHUTE U
KIIMHUYHUTE JaHHU WINA JaHHUTE 3a JekapcTBeHa oezonacHocT-Tum 11 - Axkryanusupane va KXII B T.
4.6 ®epTunuTeT, OpEeMEHHOCT U KbpMeHe U T. 4.8 Hexenanu ekapcTBEHU peakiMu, U ChOTBETHUTE
paznenu Ha JIIT nonkpeneno ¢ Clinical Ovewiev, KakTo U pelakKIIMOHHU IPOMEHU B TEKCTA.

8. Hme (cBobomuo wu30pano) Ha JsekapctBenuss npoaykt: SEDALGIN-NEO tablets
INN/AB: Paracetamol, Phenobarbital, Metamizole sodium, Caffeine, Codeine phosphate
hemihydrate

[Tokazanus: 3a KpaTKOTpaHO M CHMITOMATHYHO JIEYEHHE HA TPYJHO TIOBIUSBAIIM C€ OT
MOHOTepanusi OOJKK OT pas3IuyeH MPOU3XOJ: TIaBOOOJMEe, MUTPEHA, 360000J; MOCTTpaBMAaTHYHH,
MOCTONEPATUBHU U OOJIKH Clie/l U3TrapsiHe; HEBPAJITUU U HEBPUTHU, OCTPH CTAaBHU U MYCKYJIHH OOJIKH.
Kannunarcrsa 3a: [IPOMSIHA

IIpomenu: B.l.z (C.l.z) Ilpomenu (Oe3omacHocT/euKacHOCT) Ha JEKapCTBEHHW MPOAYKTH 3a
XyMmaHHaTa meaununa/lpyra npomsiHa-Tun II —

[Ipomens ce pexuma Ha npennucBane ot "[lo nmekapcko npennucanue” Ha "[lo crienuanHo JIeKapcKo
npeanucanue".
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