M3ITBJIHUTEJIHA ATEHIUA 110 JIEKAPCTBATA

KOMUCHA 3A JIEKAPCTBEHHU ITPOAYKTHU

IMPOTOKO.I

Ha 3aceqanme Ne 7/20.07.2026

|. Unenosere Ha KJIII nekiaapupar jqumnca Ha KOHQIHMKT HA MHTEpecH H IJ1acyBaT IO BCAKA

TOYKA OT /[HeBHUS pe.

II. JlekapcrBen(un) mpoaykr(m), xkanaumaarcrBam(u) 3a PASPEIIEHUE 3A YIIOTPEBA
/PETUCTPAILUSA no w135/ wi1.37 ot 3JIIIXM/ PASIHIUPSABAHE HA OBXBATA HA PY no
HALMOHAJIHA MPoLeaypa.

1.INN/AB: Acetylcysteine

IToka3zaHus: MOKa3aH IIPU Bb3PAaCTHU U FOHOLIM HAJ 14 ronnHU 3a CEKPETOIMTUYHO JICYEHUE HA OCTPU
¥ XPOHUYHHU OPOHXOMYIMOHAPHU 3a00JIIBaHuUs, IPUIPYKEHU OT HAPYIICHO 00pa3yBaHe U TPAHCIIOPT
Ha OpOHXHAIHUSA CEKPET

Pexxum Ha oTmyckane:

Pexum Ha otnyckane: BE3 nekapcko npeanvcanue

Pemenne: Otara OKOHUAaTENHOTO pEIICHWE 3a H3JaBaHe Ha paspellieHue 3a ynorpeda Ha
JIEKApCTBEHUS TIPOLYKT.

2.INN/AB: Benzydamine

IToxazanus: IIponykTsT chabpka Benzydamine hydrochloride u e mokasan 3a cumnTomMaTuyHo
JedeHue 3a o0JeKyaBaHe Ha OoJKaTa npy 00JIe3HEeHN Bb3NAJICHUS Ha YCTHaTa KyXHUHa U I'bPJIOTO.
Pexum Ha otnyckane: BE3 nekapcko npeanucanue

Pemennue: [Ipuema ce MOJOXHUTENHO CTAaHOBHIIE M CE MPENOPHUYBA M3/1aBaHE HAa paspelleHue 3a
ynoTpeoa.

3.INN/AB: Alfuzosin

[TokazaHus: moka3aH 3a JedeHHWE Ha (DYHKIMOHATHU CHUMIITOMH Ha J0OOpOKadyecTBEHA MPOCTAaTHA
xunepTpodus. ATIOBAaHTHO JIEYCHUE KbM KaTeTepU3allis Py OCTpa PETSHIINS Ha ypUHA, CBbP3aHa C
AIX

Pexxum Ha otniyckane: [lo pexapcko mpeanucanue

Pemenue: Ilpuema ce MOJOKUTETHO CTAHOBHUILE M CE MPENOpPbHUYBA HU3JABAHE HA pas3pelIcHUE 3a

ynoTpeoa.

4.INN/AB: Valsartan, amlodipine and hydrochlorothiazide

[Tokazanus: JleyeHne Ha eceHIMANHA XHUIIEPTOHUS KAaTO 3aMECTUTENHA Tepamus NMpH BB3PACTHU
NAIMEeHTH, NP KOMTO € TOCTHTHAT 3aJ0BOJHUTEICH KOHTPOJ BBPXY apTEPHATHOTO HAJSATAaHE C
KOMOMHAIMATA aMJIOAUIINH, BaicapTad U xuapoxsuoporuasun (HCT), npunaranu kato Tpu OTACTHA
JIeKapCTBeHH (POPMU MU KaTo (PUKCHpaHa JBOWHA KOMOMHALIUS U OTJENIHA JIeKapcTBeHa (hopma.
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buoexkBuBajsienTHocT: Ilpuema ce

Pexxum Ha otniyckane: Ilo nexapcko npeanucanue

Pewmenne: I[lpuema ce MONOKUTETHO CTAHOBHUILE M C€ MPENOpPbYBA M3JABaHE HA pa3pelieHHue 3a
ynorpeoa.

5.INN/AB: Azelastine

Iloxa3anus: 3a CUMOTOMATHYHO JICYCHHUE HA!

* CE30HCH AJICPTMYCH PUHUT (CEHHA XpeMa)

* [EJIOTOAUIIEH aJE€PIrUYEH PUHUT

* BA30MOTOpEH (IIeJIOT0IUIIEeH HeaJepruieH) PUHUAT

buoexkBuBasenTHoct: Ilpuema ce

Pexxum Ha oTniyckane: bes nekapcko npeanvcanue

Pemienue: Ilpuema ce MOJOKUTETHO CTAHOBHUILE M CE MPENOPbhYBA HU3JABAHE HA pa3pelICHUE 3a
ynotpeoa.

6.INN/AB: Hioscine butylbromide

[Tokazanus: [IpoaykTsT chabpka Hyoscine butylbromide u e moka3aHn B KOMILJIEKCHATa Tepamus Ha
3a00JsIBaHMS, CHIIPOBOJICHH ChC CHAa3MH Ha IJIaJKaTa MYCKyJaTypa Ha CTOMAIIHO-YPEBHUS TPAKT,
KITPYHHTE ITHTUIIIA, YPOTCHUTATHATA cucTeMa. HaunH Ha MpUIIoKeHHe: TEepOpaTHO

Pexxum Ha oTmmyckane: bes nexapcko npennucanue

Pemenne: [Ipuema ce MOJOXHUTEIHO CTAaHOBHIIE M CE IMPENOpPbYBa M3/IaBaHE HA pa3pellieHUe 3a

ynotpeoa.

7.INN/AB: ceftizoxime

[Tokazanus: Ledtuzokcum TeHamun e moka3aH 3a JIeYeHHUE Ha CIEIHUTE UHPEKIUHU, TPUUUHEHU OT
YYBCTBUTEITHHU KbM EPTU30KCHM MUKPOOPTaHU3MH:

- MH(exnum Ha TOTHUTE TUXATEITHH ITHTHUIIA;

- UH(dexum Ha TeHUTATHUS TPAKT MIPH KEHU;

- UH(exmmm Ha MMKOYHHUTE MTBTHIIA;

- UH(dexum Ha KOCTUTE U CTABUTE;

- MH(exmum Ha KoXkaTa U MEKUTE ThKaHMU;

- UuTpaabnomunanuyu nHdexuu (Hamp. nHOEKINH Ha )KIIBYHUTE THTUIIA);

- CenTunemus;

- Heycnoxxnena ronopest;

- MeHUHTHT.

TpsabBa na ce B3emMar mpeaBua OQUIMAIHUTE pPBHKOBOACTBA 3a TMpaBWIHA YyHoTpeba Ha
aHTHOAKTEepUATTHU CPEJICTBA.

Pexxum Ha oTHycKaHe: MO JIEKapCKO MPEANHCaHne

Pemenwue: [lprema ce TOJIOKHTETHO CTAHOBHIIE W C€ TPENMOphYBA W3JIaBaHE HA pa3pellcHHE 3a
yrotpeba.

8.INN/AB: ceftizoxime

Ilokazanus: HG(I)TI/BOKCI/IM TeHaMI/IIL € IIOKa3aH 3a JICUCHUEC Ha CIICAHHUTC I/IH(I)CKI_II/II/I, INPpUIUHCHU OT
'—IyBCTBI/ITeJ'IHI/I KbM He(l)TI/ISOKCI/IM MI/IKpOOpFaHI/I?,MI/IZ

- UH(dexum Ha TOTHUTE TUXATETHH THTUINA;

- adexnun Ha reHUTaTHUS TPAKT MPH JKCHU,

- I/IH(beKuHH Ha MMKOYHUTE IIbTUIIA,

- Uadeknum Ha KOCTUTE U CTaBUTE;

- Madexum Ha KoXKaTa U MEKUTE ThKaHWU;
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- UaTtpaabpomuHanan nHGeKnun (Harp. HHGEKINY Ha )XIBYHUTE ITbTUIIA);

- Centunemus;

- Heycnoxxnena ronopes;

- MeHuHIUT.

TpabBa na ce B3emMar mpenBu OQUIMAIHUTE pPBKOBOACTBA 3a MpaBHJIHA yrnoTpeba Ha
aHTHOAKTEpUAITHU CPEJICTBA.

Pexxum Ha oTHyckaHe: Mo JIEKapCKO MpEeANcaHne

Pemenue: [lpuema ce MOJOKUTETHO CTAHOBMIIE M CE NPENOpPHbYBA M3JAaBaHE Ha pa3pelieHHe 3a

ynotpeoa.

9.INN/AB: Famotidine

[MToka3anust: 3a ieueHHe Ha CIICAHUTE 3200 SIBAHUS, IPH KOUTO € TIOKa3aHO HAMaJIIBaHE Ha CEKPEIHsITa
Ha CTOMAIITHA KUCEINHA:

- A13Ba Ha JIBAHA/IECETONPHCTHUKA,;

- 10OpOKaYeCcTBEHA s3Ba HA CTOMAXa,;

- IPYTH ChCTOSHUS Ha CBpBXCeKpelus (Hamp. cuuapom Ha Zollinger-Ellison).

BuoexBuBaientHoct: Ilpuema ce

PexxuM Ha OTIyCKaHe: 1Mo JIKapCcKo MpeInicaHie

Pemenue: Ilpuema ce MOJOKUTEIHO CTAHOBHUINE M C€ MPEMOPHYBA M3IaBaHE HA pas3pelieHHe 3a
ynotpeoa.

10.INN/AB: Famotidine

[Toka3zanus: 3a ieueHUE Ha CIICTHUTE 3a00JISIBAaHMS, IPH KOUTO € OKA3aHO HaMaJsIBaHEe Ha CEKPELHsATA
Ha CTOMAIITHA KUCEINHA:

- 513Ba HA JIBaHAJICCETONPHCTHUKA;

- 100pOKayeCcTBEHa I3Ba HA CTOMAxa;

- IPYTH ChCTOSTHUS Ha CBpBbXCeKkpenus (Hanp. cuaapoM Ha Zollinger-Ellison).

BbuoexBuBaientnoct: Ilpuema ce

PexiM Ha OTITycKaHe: 10 JeKapCKO NpeIHCaHne

Pemrenne: Tlpuema ce MOJOXUTETHO CTAHOBHIIE M C€ MPEHOphYBa M3/aBaHEe Ha pa3pelleHHe 3a
ynoTpeoa.

11.INN/AB: Nebivolol and thiazides

ITokazanus: JledeHue Ha eCEHLIMAIHA XUIIEPTOHHUS.

Xunkapauo [lmoc e koMOuHaIMS OT PUKCUPAHU A03H U € MOKa3aH MPH MalueHTH, YUETO apTePUaTHO
HaJIATaHe ce KOHTPOJIMpA MPH JIEYeHHE ¢ HEOMBOJION 5 mg U XUAPOXJIOpoTHaA3u] 12,5 mg, NPUI0KEHU
€HOBPEMEHHO.

buoexBuBanenTHocr: Ilpuema ce

Pexxum Ha otnyckane: [lo nexapcko mpeanucanue

Pemenne: Ilpuema ce IOJOKUTEIHO CTAHOBHUILE M C€ NPENOpPbUBA M3JABAaHE HA pa3pelIcHHUE 3a

ynoTpeoa.

12.INN/AB: Paliperidone

[Tokazanus: [Tanunepunon dapmacaiibHC € TIOKa3aH 3a MOAIbPIKAIIO JIeYeHHE Ha MIM30(pPEeHUs Ipu
BBH3PACTHU MALUEHTH, CTAOUIM3UPAHU C TATMICPUI0H UK PUCTIEPHIOH.

IIpy wn306paHu BB3paCTHM NALMEHTH € IIM30(PEHUS M TPEIXOAHO IMOBIMABAHE OT IMEepopalieH
NAIMNEPUZOH Win pucnepunos, Ilanunepunon @apmacaiflbHC MoOXXe Ja ce H3Moia3Ba 0e3
IPEJBAPUTEIIHO CTAOWIN3UPAHE C MEPOPAIHO JEUCHHE, aKO NCUXOTHYHUTE CHUMIITOMH Ca JIEKH 0
YMEpEHH U € He0OXOAMMO IBJITOACHCTBAIIO HHKEKIIHOHHO JICYCHHUE.
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Pexxum Ha otniyckane: [lo pexapcko mpeamnucanuie
Pemenue: Ilpuema ce MoJIOXKMTETHO CTAaHOBULIE M C€ NPENOpbYBa M3/1aBaHE HA pa3pelICHHE 3a

ynoTpeoa.

13.INN/AB: Paliperidone

ITokazanus: Ilanunepunon @apmacaifbHC € MMOKa3aH 3a MOIAbPIKAILO JIEYEHUE Ha MU30(QpeHus pu
BBH3PACTHU MALUEHTH, CTAOMIN3UPAHU C TATMIEPUIOH UM PUCTICPHIOH.

IIpu wm306paHu BB3pAaCTHM NALMEHTH C IIM30(QPEHUS M MPEIXOAHO IMOBIMABAHE OT IepopalieH
NAIMNEpUZOH Win pucnepunos, Ilamunmepunon ®apmacaiilbHc Moke na ce usnoisBa 0e3
IIPEJBAPUTENIHO CTAOMIIN3UPAHE C NEPOPAIHO JEYCHHE, aKO ICUXOTHYHUTE CHUMIITOMU Ca JIEKH 0
YMEPEHHU U € HE0OXO0AMMO IBJIT0IEUCTBAII0 HHKEKIIMOHHO JIEUEHHE.

Pexxum Ha otmyckane: Ilo npekapcko npennucanue

Pemenue: [lpuema ce MmoyIoXKMTETHO CTAHOBUIIE M CE€ NPENOpbhYBA H3/1aBaHE HA DPa3pELICHHE 3a
ynotpeoa.

14.INN/AB: Paliperidone

IToxazanus: [lanunepunon @apmacaiibHC € MOKa3aH 3a MOAIBbPXKALLO JICYEHHE Ha MM30(peHus npu
BBH3PACTHU MAUEHTH, CTAOMIN3UPAHU C TATMTIEPUIOH UM PUCIICPHIOH.

IIpyu wm306paHu BB3pAaCTHH NAIMEHTH C MIM30(PEHUS U MPEAXOJHO INOBJIMSIBAHE OT IepopalieH
NaIunepuaoH uiau pucnepunod, Ilamunepunon @apmacailbHC MOXKE Ja ce u3Nnoi3Ba 0e3
IPEBAPUTENIHO CTAOMIN3HUPAHE C NEPOPAIHO JEYCHHE, aKO ICUXOTHYHUTE CHUMIITOMU Ca JIEKH J0
YMEPEHU U € HE0OXO0IMMO JIBJIT0IEUCTBAI0 HHKEKIIMOHHO JIEYEHHUE.

Pexxum Ha otmyckane: Ilo jekapcko npennucanue

Pemenue: [lpuema ce MmoJIOXKMTETHO CTAHOBUIIE M C€ MpENopbhbyBa M3JlaBaHE HA pa3pelleHHe 3a
ynoTpeoa.

15.INN/AB: Paliperidone

IToxazanus: Ianunepunon @apmacaiibHC € MOKa3aH 3a MOAIBPIKAIIO JICYEHUE HA MU30(PPEeHUs Mpu
BB3pPAaCTHU MMAILIUCHTH, CTa6I/IJII/13HpaHI/I C MAJIMIICPUAOH WUJIN PUCIICPUIOH.

IIpyu wm306paHu BB3pACTHH NAIMEHTH C IM30(QPEHUs M MPEeIXOAHO IMOBIMABAHE OT IMepopalieH
NaJIunepuaoHn uiau pucnepunon, Ilanunepunon @apmacailbHC MOXKE Ja ce u3noi3Ba 0e3
IPEBAPUTENIHO CTAOMIN3UPaHE C MEPOPATHO JIEYSHHE, aKO MCUXOTUYHUTE CHUMIITOMM Ca JIEKH 0
YMEpPEHU U € HE0OXO0IMMO IBJIT0IEUCTBAII0 HHKEKIIMOHHO JIEYEHHE.

Pexum Ha otnyckane: Ilo nexkapcko npeanucanue

Pemenue: [lpuema ce moyIOKUTETHO CTAHOBUIIE M C€ MpENnopbhbyBa M3JIaBaHE HA pa3pelleHHe 3a
yrotpeba.

16.INN/AB: Paliperidone

[Toxazanus: [anmunepunon @apmacaiibHC € MOKa3aH 3a MOAIBPXKAIIO JICYUEHNE Ha MIM30(ppeHus pu
BB3PAaCTHU MMALIUCHTH, CTa6I/IJ'II/ISI/IpaHI/I C MaAJIMIICPUAOH WUJIW PUCIICPUIOH.

IIpyu wm30paHu BB3pACTHM NALMEHTH C IMK30(QPEHUs M MPEeIXOAHO IOBIHUABAHE OT MEpOpaleH
NaJIuNnepuaon uiau pucnepunon, Ilanmunepunon @apmacailbHC MoOXKE Ja ce u3Moi3Ba 0e3
NPEBAPUTENIHO CTAOMIN3UPaHe C MEPOPATHO JEYSHHE, aKO IMCUXOTHYHUTE CHUMIITOMU Ca JIEKH 0
YMEpPEHHU U € HE0OXO0IMMO IBIT0IeUCTBAII0 HHKEKIIMOHHO JIEYEHHE.

Pexum Ha otnyckane: Ilo nexapcko npeanucanue

Pemenne: Ilpuema ce MoOJOKUTETHO CTAHOBMIIE M CE€ IPENOpPbUYBA M3JaBaHE Ha pa3pellieHHe 3a
ynotpeba.
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17.INN/AB: Paliperidone

[Toxazanus: [anmunepunon @apmacaiibHC € MOKa3aH 3a MOAIBPIKAIIO JICYUCHHE HA MH30(ppeHHs pu
Bb3PACTHU MaLMEHTH, CTAOMIIN3UPAHU C NATUIIEPUIOH WU PUCTIEPHUIOH.

[Ipu w30paHu BB3PACTHM NAIMEHTH C IM30(QPEHUS M MPEIXOAHO TOBJIHMABAHE OT TMepopalieH
NAIMNEpUZoH Wwin pucnepunod, Ilanunepunon ®apmacailbHC Moxe Ja ce u3noia3Ba 0e3
MPEIBAPUTEIIHO CTAOMIM3UPAHE C MEPOPATHO JICYCHHE, aKO TMCUXOTHYHUTE CUMITOMH Ca JIEKH [0
YMEPEHU U € He0OXOAUMO IBJITOACHCTBAILO HHKEKIIMOHHO JIEYEHHUE.

Pexxum Ha otniyckane: Ilo nexapcko npeanucanue

Pemenue: Ilpuema ce MOJIOKMTENHO CTAHOBHULIE M €€ NPENOpbYBA M3/1aBaHE HA pa3pelICHHE 3a
ynorpeoa.

18.INN/AB: Pemetrexed

[Tokazanus: Manuraen mieBpajieH Me30TEITUOM

[lemetpekcen bynrepmen B komMOMHANMs C LUCIUIATHH € MOKAa3aH 3a JICUEHHWE HA HEMOJyIeXkalll Ha
pE3eK1MsI MAJUTHEH IUIEBPAJIEH ME30TEJIMOM MPY NAIlMEHTH, HA KOUTO 10 MOMEHTA HE € IIpujlaraia
XUMHOTEpAIHs.

Henpebnokierpuen pak Ha O6enus 1pod

ITemeTpekcen bynrepmen B komMOMHANMs C LMCIUIATUH € MOKAa3aH 3a JICYEHHWE OT MbpBa JUHUS Ha
MAIMEHTH C JIOKATHO aBaHCUPAJI T METACTaTUYCH HEAPEOHOKIEThUEH paK Ha Oenust ApoO ¢ pa3mudHa
OT MPEeIMMHO CKBAaMO3HOKJIEThYHA XUCTOIOTHS (BXK. TOUKa 5.1).

[lemerpekcen bynrepmesn e mokasaH 3a MOHOTEpamusi MpU MOAIBPIKAIIO JEUYEHUE HA JIOKATHO
aBaHCHpaJ WM METacTaTW4YeH HeAPeOHOKJIEThYCH pak Ha Oenus ApoO, ¢ pa3iuyHa OT MPEAUMHO
CKBAMO3HOKJIEThYHA XUCTOJIOTHUS, IPU MAllUEHTH, YHETO 3a00IIsIBaHE HE TPOrPECUpa HENOCPEACTBEHO
clie]] XUMHUOTepaIrusl Ha OCHOBATa Ha IulaTuHa (BX. Touka 5.1).

[lemetpekcen bynrepmen e mokasaH 3a MOHOTEpamnus MpU JIEYEHUE OT BTOpA JUHUS HA MAIUEHTH C
JIOKAJTHO aBaHCUpPAJ MM MeTacTaTHUeH HEeJpeOHOKJIEeThYEeH pak Ha Oenus Apod ¢ pa3iuyHa OT
NpeUMHO CKBAMO3HOKJIEThYHA XUCTOJIOTHSI (BXK. Touka 5.1).

Pemenue: Ilpuema ce MOJOKUTETHO CTAHOBMIIE M C€ NPENOpbuBa M3JaBaHEe Ha paspellieHHe 3a

ynoTpeoa.

19.INN/AB: perindopril, amlodipine and indapamide

[Tokazanus: [lepunnonpun/Uunanamuny/Amvnomunud dapmaenukT € moka3zaH KaTo 3aMECTUTENHA
Tepanusl 3a JICYCHHE Ha €CECHIIMAIHA XUIIEPTOHUS MPU NALMEHTH, KOUTO BE4Ye ca KOHTPOJIIMPAHU C
MEepUHIONPUII/MHIalIaMu ] BbB (PUKCUpPaHa J030Ba KOMOMHAIIMS ¥ aMJIOAUIHMH, IPUEMaH B ChIllaTa
JO3UPOBKA.

buoexBuBasienTHoct: [Ipuema ce

Pexum Ha otnyckane: Ilo nexapcko npeanucanue

Pemenue: [lpuema ce MmoyIoKUTETHO CTAHOBHUIIE M C€ MpENopbhbyBa M3/laBaHE HA pa3pellieHHe 3a
yrotpeba.

20.INN/AB: perindopril, amlodipine and indapamide

ITokazanus: Ilepungonpun/Mupanamun/Amnogunua @apMaeaUKT € MOKa3aH KaTo 3aMeCTHTEIHA
TEparud 3a JICUCHHUEC Ha CCCHIMATHA XUIICPTOHUS ITPU MAIUCHTH, KOUTO BEYC Ca KOHTPOJIHUPAaHU C
MIePUHIOTPUJI/MHIaTIaMU] BbB (PUKCUpPaHa J030Ba KOMOMHAIIMS U aMJIOJUITMH, TPUEMaH B ChIllaTa
JO3UPOBKA.

buoexksBuBasentTHoct: Ilpuema ce

Pexxum Ha otniyckane: [lo pexapcko mpeamnucanue

Pemenue: Ilpuema ce MoOJIOXKMTETHO CTAaHOBULIE M C€ NPENOpbYBa M3/1aBaHE HA pa3pelICHHE 3a

ynoTpeoa.
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21.INN/AB: perindopril, amlodipine and indapamide

[Mokazanus: [lepunmonpun/Uuagamamun/Amiomunua GapMaeIuKT € MOKa3aH KaTo 3aMeCTUTEIIHA
Tepanus 3a JICUEHUE Ha €CEHIMAIHA XUIIEPTOHUS IIPH MMALIMEHTH, KOUTO BeYe ca KOHTPOIUPAHU C
MIePUHIOTPUJI/MHIaTIaMU] BbB (PUKCUpPaHa J030Ba KOMOWHAIMS U aMJIOJUITHH, TPUEMaH B ChIllaTa
JO3UPOBKA.

buoexkBuBasenTHoct: Ilpuema ce

Pexxum Ha otnyckane: Ilo nekapcko npeanucanue

Pemenue: Ilpuema ce MOJOKUTETHO CTAHOBHUILE M CE MPENOPbHYBA HU3JABAHE HA pas3pelICHUE 3a

ynotpeoa.

22.INN/AB: tolvaptan

[Tokazanus: TonBantan @apMIeaUKT € MOKa3aH 3a 3a0aBsiHE Ha MPOTPECHsITa Ha Pa3BUTUETO Ha KUCTU
u 0bOpeyHa HeTOCTaTHYHOCT MTPU aBTO30MHO JJOMHHAHTHA MTOJIMKUCTO3HA Ob0peuna 6onect (A/II166)
P BB3PACTHU C XpOHUUHO ObOpeuHo 3abomnsBane (Xb3) craaumii 1 1o 4, npu 3anouyBaHe HA JIeUSHUE
C TaHHU 3a OBbP30 MporpecHupaio 3adoisBane (Bx. Touka 5.1).

buoexBuBasieaTHocT: Ilpuema ce

Pexxum Ha otniyckane: Ilo nexapcko npeanucanue

Pemenue: I[lpuema ce MOJIOKHUTETHO CTAHOBHUIIE M C€ MPENOpbhYBa M3/IaBaHE HA pa3pelieHHe 3a

ynotpeoa.

23.INN/AB: tolvaptan

[Toxazanwus: TonBantan @apMaeIUKT € TOKa3aH 3a 3a0aBsiHE HA IPOTPECUsITa HA PAa3BUTUETO HA KUCTH
1 6bOpeYHa HEJOCTATHYHOCT IIPH aBTO30MHO JJOMUHAHTHA MOJIMKUCTO3HA OBOpeuna 6omect (AJIIIED)
IIPU BB3PACTHU € XpOHUYHO ObOpeuHo 3abonsBane (Xb3) craauii 1 10 4, npu 3anoyBaHe Ha JIeUEHUE
C JaHHHM 3a ObP30 mporpecupaio 3adbossBane (Bx. Touka 5.1).

BuoexBuBanenTHoct: [Ipuema ce

Pexxum Ha otmyckane: Ilo jexapcko npennucanue

Pemenne: [lpuema ce MOJIOKUTETHO CTAHOBWINE M C€ NPEMOphUBA M3/aBaHE Ha pa3pelieHue 3a
ynoTpeoa.

24.INN/AB: tolvaptan

[Tokazanus: TonBanTan @apMIeAUKT € MOKa3aH 3a 3a0aBsiHE HA MPOTPECHITa Ha PA3BUTHUETO HA KUCTH
1 ObOpevHa HEJJOCTATHYHOCT MTPU ABTO30MHO JJOMUHAHTHA MOJIMKUCTO3HA OBOpeuna 6omect (AIIIBD)
MIPHU BB3PACTHU ¢ XpOHUYHO OBO0peuHo 3abomsiBane (Xb3) craauii 1 10 4, npu 3amouBaHe Ha JeUeHUE
C IaHHM 3a OBP30 MporpecupaIo 3adossaBaHe (BxK. Touka 5.1).

buoexksBuBasenTHoct: Ilpuema ce

Pexxum Ha otniyckane: [lo nexapcko mpeanucanue

Pemenwue: [lpuema ce MOJNIOXKHUTETHO CTAHOBHUIIE W C€ MPENOphYBA M3JIaBaHE HA pa3pelleHHe 3a

ynoTpeoa.

25.INN/AB: tolvaptan

IToxazanus: Tonantan @apMaeIUKT € MOKa3aH 3a 3a0aBsHE HA MPOTPECUsITa Ha Pa3BUTUETO HAa KUCTH
1 ObOpeyHa HeIOCTaThYHOCT MPU aBTO30MHO JOMUHAHTHA OJUKKUCTO3HA ObOpeuna 6onect (AAIIBB)
IIPU BB3PACTHU C XpOHUUHO O0BOpeuHo 3abomnsBane (Xb3) craauii 1 1o 4, npu 3ano4yBaHe Ha JIEUEHUE
C TaHHM 3a OBP30 Mporpecupaio 3adossaBaHe (BX. Touka 5.1).

buoexkBuBasenTHoct: Ilpuema ce

Pexxum Ha otniyckane: [lo pexkapcko mpeanucanue

cTp. 6/17



Pemenne: [Iprema ce MOJOXHTENHO CTAaHOBHIIE M CE INMPENOpPHUYBA M3/1aBaHE Ha pa3pelieHue 3a
ynorpeoa.

26.INN/AB: tolvaptan

[Toxazanwus: TonBantan @apMaEIUKT € MOKa3aH 3a 3a0aBsSHE HA MPOTPECHUATa Ha Pa3BUTUETO HA KUCTU
1 6bOpeYHa HEJOCTATHYHOCT ITPH ABTO30MHO JIOMUHAHTHA MOJIMKUCTO3HA OBOpeuna 6omect (AIIIBD)
IIPU BB3PAcTHU C XpOHUUHO OBOpeuHo 3abomnsBane (Xb3) craauii 1 1o 4, npu 3ano4yBaHe Ha Jie4eHUE
C IaHHM 3a OBP30 Mporpecupaio 3adossaBaHe (BX. Touka 5.1).

buoexkBuBasenTHoct: Ilpuema ce

Pexum Ha otnyckane: Ilo nexapcko npeanucanue

Pemenue: [lpuema ce MOJMOKUTETHO CTAHOBMIIE M C€ NPENOpPHbYBA M3JaBaHE Ha paspelieHHe 3a

ynotpeoa.

27.INN/AB: Valsartan and sacubitril

[Tokazanus: CbpaeyHa HEIOCTATHYHOCT MPU BB3PACTHH

Bane e mokazan 3a JiedeHHE Ha CHMITOMATHYHA, XPOHUYHA ChPJICYHA HEAOCTATHYHOCT C HamMalieHa
bpakius Ha U3TIACKBaHE MIPU BB3pAacTHH (BXK. Touka 5.1).

CwpreyHa HEIOCTATHYHOCT MPH TICTUATPUYHU TTAIIUCHTH

Basie e mokasaH 3a JiedeHHEe Ha CUMIITOMATUYHA, XPOHUYHA ChPJICYHA HEIOCTATBYHOCT C
JICBOKAMEPHA CHCTOJIHA TUCHYHKIUS MPH JIela U FOHOIIM Ha BB3PACT €HA WM ITOBEYE TOAMHH (BIK.
Touka 5.1).

BuoexBuBanentHoct: [Ipuema ce

Pexxum Ha oTmyckane: [lo jekapcko npennucanue

Pemenwue: [lpuema ce MOJIOKHTETHO CTAHOBHINE M C€ TPEMOphYBA M3JIaBaHE HA pPa3peIICHHE 32
ynoTpeoa.

28.INN/AB: Valsartan and sacubitril

[Tokazanus: CbplieyHa HEAOCTATHYHOCT MIPU BB3PACTHU

Barne e nokaszan 3a nedeHue Ha CUMIITOMAaTHYHA, XPOHUYHA ChP/ICUYHA HEJOCTATHYHOCT C HaMaJeHa
bpaxius Ha U3TIACKBaHE NP BH3PACTHU (BXK. Touka 5.1).

C"I)pI[C‘-IHa HCAOCTAaTBbYHOCT IMPH NCAUATPUYIHN MAIUCHTH

Base e noka3aHn 3a jieueHHe Ha CHMIITOMAaTUYHA, XPOHUYHA ChPACYHA HEJJOCTATHYHOCT C
JIeBOKaMEpHA CUCTOJIHA AUCHYHKIIMS TIPH Jela U FOHOIIM Ha BH3pacT €Ha WJIK MOBeUe TOANHH (BK.
Touka 5.1).

buoexBuBasienTHoct: [Ipuema ce

Pexxum Ha otnyckane: Ilo nekapcko npeanucanue

Pemenue: I[lpuema ce MONOKUTETHO CTAHOBHUINE M C€ TPEMOPHhUBA W3JaBaHE HA pa3perieHHue 3a
yrotpeba.

29.INN/AB: Valsartan and sacubitril

[Tokazanus: Cbp/ieyHa HEIOCTATHYHOCT MPU BB3PACTHU

Bane e moka3aH 3a je4eHHe Ha CUMITOMAaTUYHA, XPOHUYHA ChPJICYHA HEAOCTATHYHOCT C HaMaJieHa
(dpaxius Ha U3TIACKBAHE MIPH BH3PACTHU (BXK. Touka 5.1).

CobplieyHa HEIOCTATHYHOCT MPHU NMEAUATPUYHHN TAUEHTH

Base e nokasan 3a jieueHHe Ha CHMIITOMAaTUYHA, XPOHUYHA ChPACUYHA HEJOCTATBYHOCT C
JIEBOKaMEpHA CUCTOJIHA NUCHYHKIMS MPH Jiela U FOHOIIN Ha BB3pacT €HAa WM MOBeYe TOAUHH (BXK.
Touka 5.1).

buoexkBuBasienTHocT: [Ipuema ce

Pexxum Ha otniyckane: Ilo nexapcko npeanucanue
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Pemenne: [Iprema ce MOJOXHTENHO CTAaHOBHIIE M CE INMPENOpPHUYBA M3/1aBaHE Ha pa3pelieHue 3a
ynorpeoa.

30.INN/AB: Dexpanthenol, Xylometazoline

[Tokazanus: Karo Ha3ajieH IEKOHIeCTaHT M 3a IMOJIOMaraHe 3apacTBAHETO Ha JIE3UM MO Ha3ajHaTa
JIUTaBUIIA U ChCEAHUTE KOKHHM YJacThIIM, 3a 0OJICKYaBaHE HAa Ba30MOTOPEH PUHHT M 3a JICUCHUE Ha
HapyILIEHOTO JUIIAHE CJIe]l XUPYpPrUuyHa omnepalus Ha HOca.

KCHUHOC KNJIC e npenna3HadeH 3a yrnoTpebda rnpu aena ot 2- 10 6-roJAuIlHa Bb3pacT.

Pexxum Ha otniyckane: Ilo nexapcko npeanucanue

Pemenue: Ilpuema ce TMONOKUTETHO CTAHOBHUINE M C€ MPENOpPhUBA H3JaBaHE HA pa3pelicHHe 3a
ynorpeoa.

31.INN/AB: Dexpanthenol, Xylometazoline

ITokazanust: Karo Ha3aseH IEKOHTECTAHT M 3a MOJIOMaraHe 3apacTBAHETO Ha JIE3MM IO Ha3alHaTa
JIMTaBHULIA U ChCEIHUTE KOXKHU YYacCThIM, 3a 00JIeKUaBaHE Ha Ba30OMOTOPEH PUHHT M 3a JICUCHHE Ha
HApYIIEHOTO AWIIAHE CIIE] XUPYpriuyHa onepalys Ha Hoca.

Pexxum Ha otmyckane: [lo nekapcko npennucanue

Pemenne: [Ipuema ce MOJOXKHUTEIHO CTAaHOBHIIE M CE MPENOPbUBA M3/1aBaHE HAa pPa3pelleHue 3a
ynotpeoa.

32.INN/AB: Cholecalciferol

[Tokazanus: JI-MAKC e noka3an 3a ynorpeda rnpu Bb3pacTHHU.

Havanno neueHune Ha KIMHUYHO 3Ha4YUM JAeduuuT Ha BUTaMuH D (cepymHu HuBa < 25 nmol/l nmu <
10 ng/ml) npu BB3pacTHHU.

Pexxum Ha otnyckane: [lo nexapcko nmpeanucanue

Pemenue: Ilpuema ce MOJIOKUTETHO CTAHOBULIE M C€ NPENOpbYBA M3/1aBaHE HA pa3pelICHHE 3a

ynoTpeoa.

33.INN/AB: Cholecalciferol

[Tokazanus: I-MAKC e noka3an 3a ynorpeda rnpu Bb3pacTHH.

HauanHo neyeHue Ha KIMHUYHO 3HauuM Aepuuut Ha BuTaMuH D (cepymuu HuBa < 25 nmol/l umm <
10 ng/ml) mpu BB3pacTHU.

Pexum Ha otmyckane: Ilo jekapcko npennucanue

Pemenne: [Iprema ce MOJOXWTENHO CTAaHOBHIIE M CE MPENOPHUYBA M3/1aBaHE HA pas3pelieHue 3a
yrotpeba.

34.INN/AB: Metformin and linagliptin

ITokazanus: JInnakoH-MeT e moka3aH MpU Bb3PACTHU ChC 3aXapeH AUadeT THIl 2, KaTo JOI'bIIHEHHUE
KbM JIETa U yIPaKHEHU 3a 0A00psBaHe Ha TTTMKEMUYHUS KOHTPOJI:

* [IpY MAIMEHTH, IPU KOUTO HE € MOCTUTHAT JOCTaThUHO J0O0BP KOHTPOJI IIPH JIEUEHUE C
MaKCcHMajHaTa MOHOCHMA OT TAX J103a MET(POPMUH, IIPHJIaraH CaMOCTOSTEIHO;

* B KOMOMHAIMS C IPYTH JIEKApCTBEHU MPOAYKTH 3a JeueHHe Ha JualdeT, BKIIOYUTETHO
WHCYJIUH, IPU MallMeHTH, TP KOUTO HE € MOCTUTHAT I0CTaThYHO JOOBP KOHTPOJ MPH JIEYUEHHE C
MET(GOPMHUH U C TE3U JIEKAPCTBEHH MPOIYKTH;

* [IpY NALMEHTH, KOUTO BEUe Cca Ha JICYeHUE ¢ KOMOMHAIMA OT JUHAMIMOTHH U MET(HOPMUH

KaTO OTJICJIHU TaOJIETKH.

buoexkBuBasienTHocT: [Ipuema ce

Pexxum Ha otniyckane: Ilo siekapcko npeanucanue
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Pemenne: [Iprema ce MOJOXHTENHO CTAaHOBHIIE M CE INMPENOpPHUYBA M3/1aBaHE Ha pa3pelieHue 3a
ynorpeoa.

35.INN/AB: Metformin and linagliptin

[Tokazanwus: JInunakoH-MeT e mokas3aH MpU BB3PACTHU ChC 3aXapeH auabeT TUM 2, KaTo AOIMbIHEHUE
KbM JIMETa U yIPaKHEHU 3a 0A00pABaHE HA TTTUKEMUYHUS KOHTPOJI:

* [IpY MALUEHTH, IPYU KOUTO HE € MOCTUTHAT 1OCTATHhYHO AOOBP KOHTPOJI IPU JIEUEHUE C
MaKCcHMajHaTa MOHOCHMa OT TAX /1032 METQOPMUH, IPUJIaraH CaMOCTOSATEIHO;

* B KOMOMHAIMS C IPYTH JEKApCTBEHU MPOAYKTH 3a JICUCHHE Ha Tua0eT, BKIIFOYUTETHO

WHCYJIUH, IPU MAalMEeHTH, IPU KOUTO HE € MOCTUTHAT I0CTaThYHO JOOBP KOHTPOJ MPH JICUEHUE C
MET(GOPMHUH U C Te3H JICKAPCTBEHH MPOIYKTH;

* [IpU MAlIMEHTH, KOUTO BeUe ca Ha JieueHHue C KOMOMHAIUS OT JIMHATJIUIITUH U MeT(POpMUH

KaTo OTAEJIHU TaOJIEeTKH.

buoexBuBasieaTHocT: Ilpuema ce

Pexxum Ha otniyckane: Ilo nexapcko npeanucanue

Pemenue: Ilpuema ce MONOKUTETHO CTAHOBHUILE M C€ MPENOpPbUBA M3/JaBaHE HA pa3pelieHue 3a

ynotpeoa.

36.INN/AB: Esomeprazole

[Tokazanwms: Pedcromn nmpax 3a MHKEKIIMOHEH ¥ HH(PY3HMOHEH Pa3TBOP € NOKa3aH MPH Bh3PACTHH 3a:
-CTOMAIIIHa aHTUCEKPETOPHA TeparnHusi, KOraTo IepopajiHO MPUIIOKEHHE HE € Bb3MOKHO,
KaTo:

- ractpo-e3o(areanna peduykcHa 6onect ('EPB) npu nanuenTu ¢ e3odarut u/niu

TEKKH CUMIITOMH Ha pedIyKc;

- 3a3/IpaBsiBaHE Ha CTOMAIIIHA 513Ba, cBbp3aHa ¢ jeyenue ¢ HCIIBC;

- npoduJIaKTHKa Ha CTOMAIIHA U TyoJeHaliHa s13Ba, npuuuHeHu ot jiedenne ¢ HCIIBC
IIPU PUCKOBU MALUEHTH.

-KpaTKOCPOYHO MOIbPKaHe Ha XeMOCTa3aTa U MPEBEHIINS Ha TIOBTOPHO KbpPBEHE MPH
NAIMEHTH cJie]l TepareBTUYHA €HI0CKOIUS IPU OCTPO KbPBEHE OT CTOMAILIHA UITH
TyoJleHaTHA SI3Ba.

PedcTon npax 3a MHKEKIMOHEH U HH(PY3HMOHEH PAa3TBOP € MOKa3aH MpH Jella U FOHOIIN Ha
BB3pacT oT 1 g0 18 rogunu 3a:

0-CTOMaIllHa AaHTUCEKPETOpHA TepaIus, KOrato nepopaiHo NPUIOKEHHE HE € Bb3MOYKHO,
KaTo:

- ractpo-e3o(areanna pedaykcaa 6onect (I'EPB) npu nanuenTu ¢ epo3useH pediayke
€30(arutT u/uiM TeXKU CUMITOMH Ha pedurykc.

Pexxum Ha otmmyckane: Ilo nekapcko mpeanucanue

Pemenne: [lpuema ce MOJIOKUTETHO CTAHOBWIIE M C€ NPENOpPHhUBA M3JAaBaHE Ha paspelieHHe 3a
yrotpeba.

37.INN/AB: Letrozole

Tlokazanus: - A,Z[IOBaHTHa TCpalurd MpU KCHU B IMOCTMCHOIIAy3a C HO3UTHBCH 3a XOPMOHAJIHU
pelenTopyu MHBA3MBEH PAK HA I'bpJaTa B HaYaJE€H CTAIH.

- Pa31u1/1peHa AAOBAHTHA TCpallud Ha MNMO3UTHBCH 3a XOPMOHAJIHU PCHCUTOPU HMHBA3WBCH pPAK Ha
rbpAaTa MpH >KEHU B MOCTMEHOIay3a, KOUTO MpeAu TOBa ca OWIM JIEKyBaHH C TaMOKCHU(EH KaTo
CTaHJapTHA alt0OBaHTHA TCpalu 3a IICpuo oT 5 TOOUHU.

- Tepanus OT mbpBa JIMHUA NPHU KEHU B MOCTMEHONAy3a C MO3UTHUBEH 32 XOPMOHAJIHH PEUENTOPU
aBaHCHpaJl paK Ha I'bpJaTa.

- Jleuenue Ha aBaHCHpaN pak Ha I'bpJiaTa CJea PEIUIUB WIH IPOrpechs Ha 3a00JIIBaHETO TIPH
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YKEHU C €CTECTBEH WJIM U3KYCTBEHO MHAYLIMPAH MOCTMEHONAY3aJI€H €HIOKPUHEH CTaTyC, KOUTO NpeIn
TOBA Ca JIEKYBaHU C AaHTUECTPOTECHHU.

- HeoanroBaHTHA Tepanus Ipy *KEHU B TOCTMEHOMAY3a C MO3UTUBEH 3a XOpMOoHanHU perentopu, HER-
2 HeraTuBeH paK Ha repaara, Ipyu KOUTO XUMHUOTCPAIIUATA HC € MMOAXOAAIIa U JIMIICBAT MMOKAa3aHUs 3a
He3a0aBHO ONEPATHUBHO JICYCHHE.

He e nokaszana eukacHOCT IpU NAIIMEHTH C HETATHBEH 32 XOPMOHAJIHM PELIENTOPH PaK Ha I'bpaaTa.
buoexkBuBasienTHocT: [lpuema ce

Pexxum Ha otniyckane: Ilo nexapcko npeanucanue

Pewenne: Ilpuema ce MONOKUTETHO CTAHOBUIIE U CE€ IMPENOPHUBA M3/IaBaHE HA pa3pelieHue 3a
ynorpeoa.

38.INN/AB: Oseltamivir

[Tokazanus: [IpoaykTbT chabpka OcentamuBupoB docdart (Oseltamivir phosphate) u e moka3zan npwu:
Jledenue Ha rpun

- OcenTamMMBHp € TIOKa3aH MpU Bb3PaCTHU U J€11a, BKIIOUUTEIHO JJOHOCEHU HOBOPOJEHH, ChC
CUMITOMH TUIMYHU 32 TPUII, KOTATO FPUITHUAT BUPYC IUPKYIHpa B oOiecTBoTo. [loka3ana e
e(pUKaCHOCT, KOTaTO JICYCHUETO 3aII0OYHE JI0 /1B THU OT HAYaJOTO HA CHMITOMHUTE.

[Ipodunaktuka Ha Tpun

- [ocTexcno3nnronHa MpoQuIaKTHKA MPH JIMLA HAa BB3PACT | roMHA WK TTO-TOJIEMH CJIe]l KOHTAKT C
KIMHUYHO JUAarHOCTUIIMPAH CIIy4ail Ha TPUIl, KOTaTO B OOILIECTBOTO LIUPKYIHPA TPUIIEH BUPYC.

- YMecTHOCTTa Ha IPUIIOKEHUETO Ha OCEITAMUBHUD 3a MPOPUIAKTHKA Ha TpUT TPsiOBa 1a ce
orpezieNisi BbB BCEKU OTJIEJICH Cy4ail crope; 0OCTOSTENCTBaTa U MOMYIalHsITa, U3UCKBAIlA

3amuTa. [Ipy n3BbHpeaHU cuTyanuu (Hamp. B cllydyail Ha HECHBIAJAaHE MEXIY LUPKYJIUPALIUTE U
BaKCHHAJTHUTE BUPYCHH IIaMOBE U MpPH MaHJEMUYHA CUTYyalus) OM MOTJIO Ja c€ OOMHUCIH CE30HHA
npodunakTuKa MpH JUIa Ha Bb3pacT €/1Ha TOAMHA WM [10-TOJIEMHU.

- OcentaMuBHp € MOKa3aH 3a Mpo(dUIaKTUKa HA TPUII CIIE]l eKCIO3UIIMS MPH KbpMadeTa Ha Bb3pacT
nox 1 ronuHa npu n30yxBaHe Ha TPUITHA MAHAEMHUs (BXK. ToUka 5.2).

OcentaMuBUp HE 3aMECTBA MMPOTUBOTPUITHATA BAKCHHAIIMSL.

[Ipuiio>xeHreTo Ha aHTUBUPYCHU CPEJICTBA 3a JISUEHHE U TPOo(UIaKTUKA Ha TpUN TPsiOBa Ja ce periaBa
BB3 OCHOBA Ha opHIHAIHUTE Npenopbku. [Ipu B3emane Ha pelieHue 3a ynorpeda Ha OCENTaMUBHP 32
JedyeHre U NpopuIakTHKa TpsOBa /1a ce UMa MpeABU/ ChIIECTBYBAIATa

nH(OpMaIIUI OTHOCHO XapaKTePUCTHKUTE HA IUPKYIUPALIUTE BUPYCH Ha TPUIla, HATHYHATA
nH(pOopMalKsg OTHOCHO MOJIeNIa Ha YyBCTBUTEITHOCTTA KbM JIEKApCTBaTa MPOTHUB IPUI 38 BCEKU

CE30H U 3HAYEHUETO Ha 3a00JSIBAHETO 32 Pa3IMUHUTE reorpadCKu 00IacTy U MOMyNaluu

nanueHTu (Bx. Touka 5.1).

buoexksBuBanenTHoct: Ilpuema ce

Pexxum Ha otniyckane: [lo pexapcko mpeanucanue

Pemenue: Ilpuema ce MONOKUTETHO CTAHOBHUILE M C€ MPENOpPbUBA W3/aBaHE HA pa3pelieHue 3a

ynoTpeoa.

39.INN/AB: Azithromycin

[Toka3zanus: 3a jedeHne Ha CIICTHUTE MHPEKIUU, TPHIUHEHH OT YYBCTBHTEIHH KHM a3UTPOMHUIINH
naToreHu (Bx. pasznenu 4.4 u 5.1):

- MH(eknum Ha TOPHUTE TUXATEITHH ITHTHUINA, BKIIOYUTEIHO CHHY3UT, (DapUHTHT, TOH3WIUT;

- UH(dexnum Ha qOTHUTE TUXATETHH MBTUINA, BKIIOYUTETHO OPOHXHUT U THEBMOHHS,

- OCTBp OTHUT Ha CPEJHOTO yXO;

- Koxxnu 1 MekoThkaHHU MHEKINH;

- Heycnoxuenn renurtannu wuHpeknuu, npuuuHeHn oT Chlamydia trachomatis wmm Neisseria
gonorrhoeae (He MyITH-PE3UCTEHTHH LIAMOBE).

TpsiOBa na ce crmazBaT opuIMaTHUTE HACOKH 3a MOAXOSIIO0 U3MOI3BaHE HA AHTHOMOTHIIH.
buoexkBuBasenTHoct: Ilpuema ce
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Pexxum Ha otniyckane: [lo pexapcko mpeamnucanuie
Pemenue: Ilpuema ce MoJIOKMTETHO CTAaHOBUILIE M CE€ MPENOpbhYBA H3/1aBaHE HA pPa3peLICHHE 3a

ynoTpeoa.

40.INN/AB: Racecadotril

[Tokazanus: Pecekano rpanyiu 3a mepopajiHa CyCIeH3Hsl € TIoKa3aH Mpu KbpMadeTa (Haj 3 Mecena) u
Jlela, Karo JONBJIHUTEIHO CHMIITOMAaTHYHO JIEYEHUE HA OCTpa JAUApUs 3a€IHO C NEPOPATTHOTO
pexuipaTupaHe.

AKO €THOJIOTUYHO JIEYEHHWE Ha OCTpa Juapusi € BB3MOXKHO. Pecekano Moxe Ja ce MPUIOKHU
€THOBPEMEHHO C HETO.

buoexkBuBasenTHoct: Ilpuema ce

Pexxum Ha otniyckane: Ilo nekapcko npeamnucanue

Pemenue: I[lpuema ce MOJOKUTETHO CTAHOBHUILE M CE€ MPENOpbYBA HM3/IaBaHE HA pa3pelICHUE 3a
ynotpeoa.

41.INN/AB: Racecadotril

[Tokazanwus: Pecekano rpanynu 3a nepopaliHa CyCIICeH3Hs € TI0Ka3aH Ipu KbpMaueTa (Haja 3 mecena) u
JeTa, KaTo JIONMBJHUTEIIHO CHMIITOMATHYHO JICYCHHE HAa OCTpa AWApUs 3acIHO C IMEPOPATHOTO
pexuIpaTupaHe.

AKO EeTHOJIOTUYHO JICYCHHE HAa OCTpa JUapus € BB3MOXHO. Pecexkamo Moke 1a ce MPHIOKH
€THOBPEMEHHO C HETO.

BuoexBuBanentHoct: [Ipuema ce

Pexxum Ha oTmyckane: [lo jekapcko npennucanue

Pemenwue: [lpuiema ce MOJIOKHTETHO CTAHOBHIIE W C€ TPENMOpHhYBA W3JIaBaHE HA pa3pellcHHe 3a
ynoTpeoa.

I11. JlekapcTrBen(u) npoaykr(u), kanauaarcream(u) 3a [IOJHOBSIBAHE na pa3pemenue 3a
ynorpeda 1o HalMOHAJHA NMPoUeaypa.

1. Wwme na nexapcrBenuns npoaykt: ANGAL HONEY 5 mg/1 mg compressed lozenges
INN/AB: Chlorhexidine
[Tokazanusa: Anran Men e mokasaH 3a CUMITOMATHUYHO M JIOKATHO JIeYeHHE Ha 3a00JsBaHUS Ha
¢dapunkca. [leiicTBa kaTo Ae3UHGEKTAHT U JJIOKAIHO 00€300J15Ball0 CPEICTBO MPHU BH3MAIECHO I'bPJIO U
ChCTOSTHUS Ha (haprHKCa M yCTHATA KyXHWHA, ChIIPOBOJICHHU C pa3/pa3sHeHne U 00JIE3HEHO MperibIlaHe,
KaTo (apuHTUT, THHTUBUT, CTOMATHT U adTtu. HammumeTo Ha MUIOKaWH B ChCTaBa BOIU 10 OBP30
o0JeKyaBaHe Ha CUMIITOMUTE.
B cinydam nHa OakTtepmamHa WH(MEKIWsS CHIPOBOJEHA C BHCOKA TeMIeparypa € HeoOXOIUMO
JOMBTHATETTHO JICUCHUE.
Amnran Men He chabpIKa 3axap ¥ MOXKE Jla Ce U3I0JI3Ba OT TUa0eTUIIN
Pemenue: Ilpuema ce MOJNOXUTENHO CTAaHOBHUINE M c€ MpenopbyBa O€3CPOYHO IMOAHOBSBAHE Ha
paspenieHneTo 3a ynorpeoa.

2. Nme na nekapcrBenus nponykt: ANGAL STRAWBERRY FOR KIDS 5 mg/l1 mg
compressed lozenges
INN/AB: Chlorhexidine
[Toxazauusa: Axran rona 3a gena e rokasaH 3a CUMIITOMATUYHO U JIOKAIHO JIEYEHNE Ha 3a00JIIBaHU
Ha (apuHkca. JlelicTBa KaTo 1e3UH(EKTAHT U JIOKAJIHO 00e300JIBaII0 CPEJICTBO MPH BH3MAIEHO I'bPII0
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U CBhCTOSIHMS Ha (apuHKca M yCTHaTa KyXWHA, CHIIPOBOJCHU C pa3Jpa3HEHHWE H OOJIE3HEHO
MperIbiiane, KaTo (PapuHTUT, THHTHBUT, CTOMATUT U adTH. Hanmu4mrero Ha TUAOKaWH B ChCTaBa BOJIU
10 OBP30 00JIEKYaBaHE HA CUMIITOMUTE.

B cnyuam Ha OakrepmasiHa WH(EKIHS CBIPOBOJCHA C BHCOKAa TeMIleparypa € HEOO0XOIUMO
JOI'BIHUTEIIHO JIEYUEHHE.

Awmnran SIrona 3a Jlema He ChIbpiKa 3aXap U MOXKE J1a CE M3IO0JI3Ba OT TNA0CTHIIN.

Pemenwue: Ilpuema ce MOJOXHUTEIHO CTAHOBHINE W CE MpeErnopbyBa OE3CPOYHO IMOJHOBSBAHE Ha
paspelieHueTo 3a ynorpeoa.

3. HNwme na nekapcrBenus npoaykr: BROMHEXIN DS 2 mg/ml solution for injection
INN/AB: Bromhexine
[Tokazanwus: CekpeToNMTHYHA TEPAUs IIPH OCTPU M XPOHUYHH 3200JIIBaHUS HA JUXATCITHUTE ITHTUINA
1 Oemust 1po0, ChIIPOBOJICHU ¢ 00pa3yBaHe Ha TPYAHOOTACIIALL C€ XUIIEPBUCKO3EH OPOHXHUAJICH CEKPET.
[TapeHTepalHOTO MPHIIOKEHHE HA OPOMXEKCHH CE MPENOphyBa B CIyYan C TEKKO H3pa3eHa KIMHUYHA
CUMITOMAaTHKA U 33 TPOPUITAKTHKA Ha CIIEAONEPATUBHH YCIOKHCHUS.
Pemenue: Ilpuema ce MOJIOKUTEIHO CTAaHOBHUINE W C€ NpErnopbuBa OE3CPOYHO TOIHOBSIBAHE Ha
paspenieHneTo 3a ynorpeoa.

4 ime na nekapctBenus: npoaykt: BETAGAMMA 50 mg/50 mg/0,5 mg/10 mg/ml solution for
injection - 2 ml x 5; x 10

INN/AB: Vitamin B1 in combination with vitamin B6 and/or vitamin B12

[Tokazanus: HeBpomornaau 3a00sIBAaHUS OT PA3JIMYCH MPOU3XO/;:

- HeBpurtu;

- HeBpasiruu;

- [lonuueBponatuu (AuabeTHa, ATKOXOJHA U JIp.);

- Muanrumu;

- Panukynepuu cuHIpoMu;

- Perpobynbapen HeBpuT;

- Xepnec 30cTep;

- HeBpuT Ha nuneBust HepB (JiM1ieBa napesa);

- Karo yxpenBaiio cpenctBo (pobopaHT).

Pemenue: Ilpuema ce MOJOXKUTENHO CTAaHOBUILE U C€ MPEnopbyBa OE3CPOUHO MOJHOBSIBAHE HA
paspelieHrneTo 3a ynorpeoa.

5.Mwme Ha nexapctBenus npoaykt: DROPLEKS 4 g /100 g + 1 g /100 g ear drops, solution
INN/AB: lidocaine hydrochloride, Phenazone
[Tokazanus: To3u nekapCTBEH MPOAYKT € MpEeAHA3HAYEH 3a JIOKAJTHO CUMIITOMAaTUYHO MOBJIMSBAHE HA
Oonkara Ha CJIICAHUTEC HeHep(bOpaTI/IBHI/I 3a00JIsIBaHNS Ha CpCAHOTO yXO:
- oTajirus, acolyurpaHa C BbHIICH OTHUT,
- OCTBpP, KOHT'CCTUBCH, Henep(bopaTHBeH CpCACH OTHUT,
- OTUT IIPU T'PUII, TaKa HApPEUEeH BUPYCEH OYyJI03€H OTUT;
- 06apoTpaBMaTH4EH OTHUT (B pe3yJITaT Ha TMypKaHe WU IbTYBAHE ChC CaMOJIET).
TakuBa IPOAYKTHU CE€ HM3IIOJI3BAT B JICHCHHUCTO HA KaTapaJICH OTUT U MPCAOTBPATABAHC HAa IMMOTCHHU
YCIOXHCHUA ITPU ACLIA Ha BB3PACT MCKAY lul2 TOAWHU.
Pemenue: Ilpuema ce MOJOXKUTEIHO CTAaHOBUINE U C€ MpenopbyBa OE3CPOUHO MOJHOBSIBAHE HA
paspelieHrueTo 3a ynorpeoa.

6. me na nexapcreenus npoaykt: HUVEMEC 3 mg tablets
INN/AB: lvermectin
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[Tokazanusa: XFOBEMEK e nokasad 3a jieueHre Ha CIeTHUTE HHPEKIINH:

- CTOMAIIIHO-YPEBHA CTPOHTUIION103a (aHTUITYI103a);

- OHXOIIEpPKO3a (peyHa cienoTa), IpUYrHEeHa OT napa3utHus Hemaro Onchocerca volvulus;

- CapKONTHYHa KpacTta mnpH xopa. JleueHnero € 000OCHOBaHO NMpH KIMHUYHO JOKa3aHa JHWArHo3a
W/WIIK 9pe3 MapasuToIOTUIHO H3CIIC/IBaHE.

3abenexka: XKOBEMEK Hsma akTuBHOCT cripsiMo Bb3pacTHUTE (hopmu Ha Onchocerca volvulus (Bix.

Touka 5.1).

Pemenue: Ilpuema ce TMOJNOXUTENHO CTAaHOBHUINE M C€ IpPENnopbuBa 0E3CPOYHO MOAHOBSBAHE Ha

paspenieHueTo 3a ynorpeoa.

7. Ume na nexapcreenus npoaykt: MILOFEN KIDS 20 mg/ml oral suspension

INN/AB: Ibuprofen

[Tokazanus: Munoden Kujc e mokasan mpu Jiera Ha Bb3pact ot 3 Mecena o 12 rogunu (>5 kg):

- 32 IOHWKaBaKue Ha BUCOKA TEMIIepaTypa, BKIFYUTEIHO MOCTUMYHHU3AIIMOHHA TUPEKCHUS;

- 32 o0JIeKUaBaHe Ha CHMIITOMUTE Ha TIPOCTY/Ia ¥ TPHIT,

- 3a o0JIeKUaBaHe Ha JIeKa J0 yMEpeHa 00JIKa MPU BB3MAJICHO I'bpPJI0, O0JIKa MPU HUKHEHE HAa MJICYHH
360U, 36000071, OTUT, TTIAaBOOOJINE, JICKU TPABMU U HABSIXBAHMUSL.

Pemenue: Ilpuema ce MOJNIOKUTEIHO CTAaHOBHUINE W C€ NpErnopbuBa OE3CPOYHO TOIHOBSIBAHE Ha
paspenieHueTo 3a ynorpeoa.

8. Nme Ha nekapctBenus npoaykt: ROSUVISTAT 10 mg film-coated tablets

INN/AB: Rosuvastatin

[Toka3zanus: JleueHre Ha XUIEPXOJIECTEPOTIEMUS

Bb3pacTHu, I0HOLIN U Jlena Ha WU HaJl 6-ToJIMIIHA Bb3pacT C MbPBUYHA XUIIEPXOJIECTeposieMus (THII
ITa BKJIFOUMTETTHO XETEPO3UTOTHA (PaMUITHA XUTIEPXOJIECTEPOJIEMHS) MIIM CMECeHA TUCIUITUAEMUs (THIT
IIb) xaro nobGaBka KbM quETaTa, KOraTO PE3yATATHT OT JUETAaTa U APYrd He(hapMaKOJIOTHYHU MEPKH
(Hamp. ¢pu3NYeCKH yrpaKHEeHHsI, HaMaJIsiBaHe Ha TETrJIOTO) He € 3aJJ0BOJIUTEIIEH.

Bb3pacTHu, IOHOmIM M Jena Ha WM HajA 6-roJuIIHA BB3pacT C XOMO3UIOTHA (aMuiIHa
XHUIIEPXO0JIECTEpPOIeMHs KaTo J00aBKa KbM JMeTaTa, KakTo U C APYro JIMIUAONOHMKABALIO JIEUEHUE
(manp. LDL adepesa) niam korato ToBa JIEYEHUE HE € MOAXOISIIIO.

IIpeBeHIUS HAa CHPAEYHO-CHIOBU CHOUTHS

[IpenoTBparsiBaHe Ha TOJIEMU CHPJAECYHO-CHJIOBU CHOUTHUS MPHU NAIIMEHTH, OLIEHEHU C BHUCOK PHUCK 3a
I'BPBO CHPJCUYHO-CHIOBO CHOUTHE (BXK. TOUKa 5.1), KaTo OMBIHEHUE KbM KOPUTHPAHETO Ha JPYTU
PHUCKOBU (aKTOpH.

Pemenue: Ilpuema ce MOJNOXKUTENHO CTaHOBHUINE M c€ NpenopbyBa O€3CPOUYHO IMOAHOBSIBAHE Ha
paspelIeHneTo 3a ynorpeoa.

9. Hwme na nexapcrBenus npoaykt: ROSUVISTAT 20 mg film-coated tablets
INN/AB: Rosuvastatin
ITokazanus: JleueHne Ha XUNIEPXOJIECTEPOIIEMUS
Bb3pacTHu, 1oHOLIN U Jlena Ha WU HaJl 6-TOJIMIITHA Bb3PacT C MbPBUYHA XUIIEPXOJIECTeposieMus (THII
[la BKJIFOUMTETTHO XeTEPO3UTOTHA (PaMUITHA XUTIEPXOJIECTEPOIEMHUSI) MIIM CMECeHA TUCIUITUAEMUs (THIT
IIb) xaro no6GaBka KbM qUETaTa, KOTaTO PE3YyATaThT OT AUETAaTa U APYrd He(PapMaKOIOrMUHU MEPKU
(Hamp. ¢pu3NYECKH yrpaKkHEHHsI, HaMaJIsiBaHe Ha TETJIOTO) HE € 33JJOBOJIUTEIIEH.
Bb3pacTHH, IOHOmIM M Jena Ha WM HaJA 6-roJUIIHA BB3pacT C XOMO3UTOTHA (aMuiIHa
XHUIIEPXO0JIECTEPOIeMHUsl KaTo J00aBKa KbM JMETaTa, KaKTo U C JPYro JHUIHUIOIOHMKABAIO JEUCHHUE
(manp. LDL adepesa) ninm korato ToBa JIeu€HHE HE € TIOIXOISIIIO.
[IpeBeHIMS HAa CHPACYHO-CHIOBU CHOUTHS
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IIpenoTBparsiBaHe Ha TOJIEMHU CHPJIEYHO-CHAOBU CHOUTHS MPHU MALUEHTH, OLEHEHN C BUCOK PUCK 3a
I'BPBO CHPJCYHO-CHIOBO ChOUTHE (BXK. Touka 5.1), KaTO AOIBIHEHHE KbM KOPHUTUPAHETO HAa JPYTU
PHUCKOBHU (aKTOPH.

Pemenue: IlpueMa ce MOJIOKUTENTHO CTAHOBUINE M CE IMPENOpPbUYBA OE3CPOUYHO IHOIHOBSIBAHE HA
paspelIeHneTo 3a ynorpeoa.

10.Mme Ha nekapcrBenus npoaykt: RIMONAL 0,2% eye drops, solution
INN/AB: Brimonidine
[lokazanua: HamansBane Ha MNOBUIIEHOTO BbBTpeoyHO HaimsArane (BOH) npu mnaunuentd c
OTKPUTOBI'bJIHA TIAYKOMA WJIK OYHA XUIIEPTOHHUSL.
- Kato MmoHoTepanus npu nauenTH, pu KOWTO € MPOTUBOIIOKA3aHa JIOKAJIHA Tepanus ¢ 0eTa-0I0KepH.
- Karo nombnHuTenHa Tepanus KbM JAPYrH JIEKapCTBEHM MPOAYKTH, MOHMYKaBallY [TOBUIIEHOTO
BBTPEOYHO Hajsirane, korato 1esnesoto BOH He ce mocTura camo ¢ eAuH J1eKapCcTBEH MPOAYKT (BK.
Touka 5.1.).
Pemenue: Ilpuema ce MOJOXKUTENHO CTAHOBUILE U C€ MPENopbyBa OE3CPOUHO IMOJHOBSIBAHE HA
paspelIeHneTo 3a ynorpeoa.

11.Mwme na nexkapcrBenus npoaykT: RIVAROXABAN-TCHAIKAPHARMA 10 mg film-coated
tablets
INN/AB: Rivaroxaban
[Tokazanus: IlpoduakTrika Ha BeHO3eH TpomboemMOoim3bM (BTE) mpu BB3pacTHH malueHTH,
MOJUTO’KEHHU Ha TUTAHOBO CTABHO MPOTE3UpaHe Ha Ta300eIpeHaTa Wil Ha KOJITHHATA CTaBa.
Jleuenue Ha npnboka BeHo3Ha TpomOo3a ([IBT) u 6enoapodben emoomm3bsm (BE) n npodunakTtuka Ha
peumauBupant JIBT u BE npu Bp3pacTHu. (BXK. TOuka 4.4 32 XeMOJIMHAMUYHO HECTAOUITHU TAIUEHTH
c bE.)
Pemenne: Ilpuema ce TMONOXHUTENHO CTAaHOBHUIIE M CE MpPENopbhuBa OE3CPOYHO TOAHOBSBAHE HA
paspelieHrneTo 3a ynorpeoa.

12.Mwme na nexkapcrBenus npoaykT: RIVAROXABAN-TCHAIKAPHARMA 15 mg film-coated
tablets
INN/AB: Rivaroxaban
[Tokazanus: [TpodunakTika Ha UHCYIT U CUCTEMEH eMOOTM3bM MPU BH3PACTHU MAIIUEHTH C HEKIIAITHO
MPEICHPIHO MBXJICHE C €AWH WJIA T[O0BeYe PHCKOBH (aKTOpH, KATO 3acTOiHA ChpJcdHa
HEJOCTAaThUHOCT, XUTIEPTOHUS, BB3pacT > 75 TOAMHHM, 3aXapeH auabeT, MpeAliecTBall HHCYIT WU
MIPEXOJ/ICH UCXEMHYEH TPUCTHII.
Jleuenue Ha npIOOKa BeHO3HA Tpombo3a ([IBT) u 6enonpoden em6omu3bsm (BE) u npodunaktuka Ha
permauBupanti JIBT u BE mpu Bp3pacTHu. (BXK. TOUuka 4.4 32 XeMOJIMHAMHYHO HECTAOMITHU TAIUEHTH
c BE))
Hauun Ha mpuioxxeHue: mnepopaiHO
Kanmunarcrsa 3a: [IO/JJHOBSBAHE HA PA3PEIHIEHUE
Pemenwue: [lpuema ce IMOJOXHUTEIHO CTAHOBUINE W CE TPENophYBa OE3CPOYHO IMOIHOBSIBAHE HA
paspelieHneTo 3a ynorpeoa.

13.Mme na nexapctBenus npoaykT: RIVAROXABAN-TCHAIKAPHARMA 20 mg film-coated
tablets
INN/AB: Rivaroxaban
[Mokazanust: [IpodunakTika Ha MHCYAT ¥ CHCTEMEH eMOOJIM3bM IPU BH3PACTHU MAIIMEHTH C HEKJIAITHO
OPEICHPIHO MBXKJICHE C €IWH WM I0BeYe PHUCKOBH (AKTOpH, KaTo 3acTOiHA ChpjedHa
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HEJO0CTaThUHOCT, XUMIEPTOHUS, BB3pacT > 75 TOAMHH, 3aXapeH AuadeT, MpeAlIecTBall UHCYIT WU
MIPEXO/ICH UCXEMHUYEH TPUCTHII.

Jleuenue Ha npin6oka BeHo3Ha TpomOo3a ([IBT) u 6enoapodben embomm3sm (BE) u npodunaktuka Ha
peunauBupany BT u BE npu Bb3pacTHu. (BXK. Touka 4.4 32 XeMOJIMHAMUYHO HECTAOUIIHU MAIlUEHTH
c bE.)

Hauun Ha npuinoxeHue: nepopaHO

Kanmuparcrsa 3a: [IIOJJHOBABAHE HA PA3SPEIHIEHUE

Pemenwue: Ilpuema ce MOJOXKUTEIHO CTAHOBUINE M C€ TPENophbYBa OE3CPOYHO IMOIHOBSIBAHE HA
paspeleHueTo 3a ynorpeoa.

14 .Mme Ha nekapcrBenus npoaykt: RIZOPROL 5 mg film-coated tablets
INN/AB: Bisoprolol
[Moka3zanus: JleueHrne Ha XUIIEPTOHHMS.
JledeHune Ha aHTHHA IEKTOPHC.
Pemenue: Tlprema ce MONOXKHUTETHO CTAaHOBHIIEC M CE MPEMOPhYBa OC3CPOYHO TMOTHOBSIBAHE HA
paspeleHreTo 3a ynorpeoa.

15.Mme Ha nekapcreenus npoaykt: VOXABAN 10 mg film-coated tablets
INN/AB: Rivaroxaban
[Tokazanms: Ilpodunaktuka Ha BeHozeH TpomboemOonm3bMm (BTE) mpu BB3pacTHH NanueHTH,
II0JI0’KEHHU Ha IUIAHOBO CTaBHO MPOTE3UpPaHe HA Ta300e/IpeHaTa Ui Ha KOJITHHATa CTaBa.
Jleuenue Ha 1bO0OKa BeHO3HA TpoMOo3a (JIBT) u 6enoapoden emOonu3bsm (BE) u npodunakTika Ha
peungusupaiiy JBT u BE npu Be3pacthu. (BX. Touka 4.4 32 XeMOJUHAMUYHO HECTAOMIIHU MALUEHTH
c BE.)
Pemenue: Ilpuema ce MOJNIOXKUTENHO CTaHOBHUINE M c€ NpenopbyBa O€3CPOUYHO IMOAHOBSBAHE Ha
paspemnieHneTo 3a ynorpeoa.

16.1wme Ha nexapctBenus npoaykr: VOXABAN 15 mg film-coated tablets
INN/AB: Rivaroxaban
[Tokazanus: [TpodunakTiuka Ha UHCYAT U CUCTEMEH eMOOIM3bM IIPU BH3PACTHU MAIIMEHTH C HEKIIAITHO
MPEICHPAHO MBXKJICHE C eIMH HITH ITOBeYe pUCKOBH (PaKTOpH, KaTo 3aCTOIHA ChpACYHA
HEJO0CTaThUHOCT, XUIIEPTOHUS, BH3paCT > 75 TOJUHH, 3aXapeH quabeT, mpe/IiecTBall] HHCYIT WIH
MIPEXOJ/ICH UCXEMHYEH TPUCTHII.
Jleuenue Ha npinOoka BeHo3Ha TpoMOo3a ([IBT) u 6enoapoden em6onu3sm (BE) u npodunaktika Ha
permauBupanty JIBT u BE npu Bp3pacTau. (BXK. ToUuKa 4.4 32 XeMOJMHAMUYHO HECTAOUITHU MAIlUESHTH
c BE.)
Pemenne: Ilpuema ce TMOJNIOXHTEHO CTAaHOBHWINE M c€ TpenopbuBa OE3CPOYHO IOJHOBSBAHE Ha
paspelieHrueTo 3a ynorpeoa.

17.Wme Ha nekapcreenus npoaykt: VOXABAN 20 mg film-coated tablets
INN/AB: Rivaroxaban
[Tokazanus: [IpodunakTuka Ha HHCYAT U CHCTEMEH eMOOJIN3bM MPH BH3PACTHHU MAIIUEHTH ¢ HEKJIAITHO
MPECHPIHO MBXKICHE C €IMH WM MTOBEYE PUCKOBH (PAKTOPH, KATO 3aCTOMHA ChpJIeYHA
HEJIOCTaThYHOCT, XUTIEPTOHUS, BB3PACT > 75 TOIWHU, 3axXapeH AuadeT, mpeamecTBal] HHCYIT UiIH
MPEXO0JIEH UCXEMUYEH MPUCTHII.
Jleuenue Ha mpaO0Ka BeHo3HA TpoMmbo3a ([IBT) u 6enmoapoden embomu3zbm (BE) u npodrnaktuka Ha
permmausupanu JIBT u BE npu Bp3pacTHu. (BXK. Touka 4.4 32 XeMOJIMHAMUYHO HECTAOMTHH AI[UCHTH
c bE.)
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Pemrenne: Ilpuema ce TMOJNIOKUTENHO CTAaHOBHWINE M C€ TpenopbuBa OE3CPOYHO IOJHOBSBAHE Ha
pa3peleHneTo 3a ynorpeoda.

IV. JlekapcrBen(u) npoaykr(u), kanauaarcream(u) 3a IPOMSIHA Ha pa3peinnenue 3a ynorpeoa

1. Vme na nexapcrBenus npoaykt: CALMABEN 50 mg coated tablets
INN/AB: Diphenhydramine
[Tokazanus: KaamabeH € CBHOTBOPHO 33 KPAaTKOTPAWHO JICYCHUE HA HAPYIICHUS NP 3aCHBAHE WIIN
MOAbpKAHE Ha ChHS.
3abenexka:
He Bcuuku cMmymieHus Ha ChHSI M3UCKBAT ynoTpeda Ha CbHOTBOPHU. YecTo Te ca u3pa3 Ha GU3NUecKu
VT TICKXWUIHY 3200 ISIBAHUS K MOKE J1a CE MOBJIHSIAT OT IPYTH MEPKH HIIH OT JICUSHUE Ha CHITBTCTBAIIO
3a0oIsBaHe.
Kanaunarcrsa 3a: [IPOMSHA
[TIpomenu: B.1.4 (C.1.4) Ilpomsna(u) B KpaTkara xapakTepucTuka Ha MPOJYKTa, JNaHHUTE BBPXY
OMAaKOBKUTE WM JMCTOBKAaTa BHB BpPbh3KAa C HOBH JaHHU 3a KauyeCTBOTO, NPEAKIMHHUYHUTE H
KIIMHUYHUTE JaHHU WM JaHHUTE 3a JiekapcTBeHa OezonacHocT-Tum Il - Akryanusupane Ha KXII B 1.
4.5 B3anMoeiCcTBHE C IPYTH JIEKAPCTBEHU MPOAYKTH U APYTH (HOPMU Ha B3aUMOCHCTBUE U pa3nien 2
ot JIII, ¢ uen na ce noGaBu MpeayNpekIeHUE OTHOCHO MOTSHIIMATHUS PUCK OT B3aMMOJICHCTBHE Ha
TUQEHXUIPAMUH XHIPOXJIOPU C APYTH JIEKAPCTBEHHU IMPOIYKTH, KOUTO CE METaOOIHM3UpaT 4pe3
CYP2D6, noakpeneno ot Clinical Overview. B gonbiHeHne ce BbBEKIAT MPOMEHH B MPOAYKTOBATA
unpopmanus (KXII u JIIT), B cboTBeTcTBHE € HacTosmara Bepcust Ha QRD mabiona.
Pemenue: IIpuema ce

2. WNwme na nexkapcrBenus npoaykt: DAKTACORT 20 mg/g / 10 mg/g cream
INN/AB: Imidazoles/triazoles in combination with corticosteroids
[Tokazanusa: Koxnu wunHpexnum, npuunHeHn ot aepmaroputd win Candida spp., mpu KOUTO
CUMIITOMHUTE Ha BB3MAJIECHUE Ca CUITHO U3SBEHHU.
Ilopagun ToBa JlakTakopT € MOKa3aH NPEIMMHO 3a HAyaJHUTE cTaguu Ha JjedeHue. Cien Karo
CHUMIITOMUTE Ha Bb3MaJCHUE U34YE3HAT JICYCHUETO MOXke J1a ObJie MPObIDKEHO ¢ JlaKkTapuH KpeM, ako
ce MpeArnoYmTa.
ITpensun anTHbakTepuanHOTO JeicTBUE Ha JlaKTakopT CHpsIMO IpaM-TIOJOXKHUTEIHUTE OakTepuw,
npenaparbT MOXe /1a ObJie MpUjarad v Mpyu MUKO3H C OaKTEpHAITHO CylepruH(EeKTUpaHe.
Kannunarcrsa 3a: [IPOMSIHA
IMpomenn: C.4 - Safety, efficacy, pharmacovigilance changes - Change(s) in the summary of product
characteristics, labelling or package leaflet due to new quality, preclinical, clinical or
pharmacovigilance data.-Tunm II - Axryamusupane wHa KXII u cworBetHuTe pasmenu Ha JIIT B
cboTBeTcTBUE ¢ OcHoBHaTa (upmena uHdopmarus 3a 6e3onacHoct (Company Core Data Sheet -
CCDS) Bepcus 7.0.
Pemenue: IIpuema ce

3. Wwme na nexapcreenus npoaykt: DAKTARIN 20 mg/g oral gel
INN/AB: Miconazole
[Tokazanus: Jleuenue u npoduiiakTuka Ha KaHAW03a Ha OpodapUHreaHaTa KyXuHa.
Kannunarcrsa 3a: [IPOMSIHA
ITpomenn: C.4 - Safety, efficacy, pharmacovigilance changes - Change(s) in the summary of product
characteristics, labelling or package leaflet due to new quality, preclinical, clinical or
pharmacovigilance data.-Tun II - Axryanusupane Ha KXII u cporBetHmTe pasmenu Ha JIII B
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croTBeTcTBUE ¢ OcHOBHaTa pupmena mudopmanus 3a 6e3omacHoct (Company Core Data Sheet -
CCDS) Bepcus 6.0.
Pemenue: Ilpuema ce

4. Hwme na nekapcrBenus npoaykt: OMNADREN solution for injection
INN/AB: Testosterone
[Tokazanus: - 3aMecTHTENHA TEpanusi ¢ TECTOCTEPOH 3a XHUIOTOHAAW3BM MPU MBXKE, NMPU KOUTO
Ne(UIUTHT HA TECTOCTEPOH € MOTBBPACH OT KIIMHUYHY MMPU3HAIU 1 OMOXUMUYHH TECTOBE.
- XWIIOrOHAJAJIHU Pa3CTPOMCTBA IIPU MBXKE - IIOCTKACTPALlMOHEH CHHAPOM, EBHYXOMAM3BM,
XUMOMUTYUTAPU3BM, €HIOKPUHHA €PEeKTHIIHA JUCHYHKIUS.
- MBKKY KITUMAKTEPUYHU CHMITTOMU (HAIP. HAMAJICHO JIMOUIO).
- OmpeneneHu TUNOBE O€3IIOAUE MPEAU3BUKAHO OT HEJOCTUT Ha TECTOCTEPOH, KOWTO BOAM IO
HapyIIeHa CriepMaToreHesa.
- [Ipodunakruka u JedueHue Ha OCTEONOpo3a MPU MBKE C XUIIOTOHAJUIBM.
Kanaunarcrsa 3a: [IPOMSHA
ITpomenu: C.4 - Safety, efficacy, pharmacovigilance changes - Change(s) in the summary of product
characteristics, labelling or package leaflet due to new quality, preclinical, clinical or
pharmacovigilance data.-Tunm II - Axrtyamusupane wa KXIT u cworBetHuTe pasmenu Ha JIII B
ceotBeTcTBUE ¢ OcHoBHata (upmena mHpopmarus 3a 6e3omacHocT (Company Core Data Sheet -
CCDS) 3a tecroctepon Bepcus 7.0.
Pemenue: Ilpuema ce
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