N3ITBJIHUTEJIHA ATEHIUSA 11O JIEKAPCTBATA

KOMUCHA 3A JIEKAPCTBEHU ITPOAYKTHU

JTHEBEH PEJ

Ha 3aceqanme Ne 4/20.04.2026

I. dexnapupane ot wieHoBere Ha KJIII u or ekcneprure u3BbH cheraBa Ha KJIII Ha Bceku

MNOTCHIMAJCH KOH(l).]'II/IKT Ha UHTEPECH 110 OTHOIIECHHE HA BCAKA TOYKA OT THEBHUSA PEa HA KJIII.

II. JlekapcrBen(n) mpoaykr(m), kanauaarcream(u) 3a PASPEHIEHUE 3A YIIOTPEBA
/PETMCTPALIUA no win.35/ 41.37 ot 3JIIIXM/ PASIIMPABAHE HA OBXBATA HA PY no
HALMOHAJIHA Mpoleaypa.

1.INN/AB: Moxifloxacin
Ilokazanus:

2.INN/AB: Ramipril and bisoprolol

Iloxazanmusa: Kammca e moka3aH KaTo 3aMECTHTEIIHA TCpalurd 3a JICUCHUC Ha XUIICPTOHHUA H/Uau
XUINEPTOHHUA CHC CBIIBTCTBAI XPOHUYCH KOPOHAPEH CUHAPOM:

- [IpA NMAIUCHTHU C U3SIBCHO aTepOTpOM6OTI/I‘IHO CbpACYHOCHAOBO 3a00J1s1BaHe (aHaMHe3a 34 KOpOHapHa
00J1eCT Ha ChPLETO WM UHCYIT, UK 3a00Js1BaHe Ha TepUPEPHUTE CHJIOBE) UITU

- I[I/Ia6eT C ITOHC €IUH CHbPACYHOCHA0B PHUCKOB (I)aKTOp H/UIn XpOHHNYHA ChpACUHA HCAOCTATHYHOCT C
HaMaJIeHa CUCTOJHA (DYHKIIMS Ha JisiBaTa KaMepa Ha ChpLeTo (BTOpUYHA MPOQUIAKTUKA CIIE] OCThP
nHGapKT Ha MUOKap/a: HamMaJsiBaHEe Ha CMBPTHOCTTA B ocTpaTa (a3a Ha MHGAPKT Ha MUOKapJa Ipu
MAUEHTH ¢ KIMHUYHY MPU3HAIM Ha ChpJEYHA HEJOCTaThbUYHOCT, KOraTo ce 3amouyBa > 48 yaca cien
ocTpus UHPAPKT HA MUOKapAa).

[Ipn BB3pacTHM TAIMEHTH C aAeKBATHO KOHTPOJMPAHO 3a00JIsIBaHE C PaAMHUIPHI W OH30MPOIIOI,
npujiaranu ¢AHOBpECMCEHHO, IIpU CbIIOTO HUBO HA JO3UPAHEC.

3.INN/AB: Ramipril and bisoprolol

ITokazanus: Kanmca e moka3aH KaTro 3aMeCTHTENIHA TEpamus 3a JieUeHHE Ha XHUIEPTOHHS W/WIN
XHUIIEPTOHHSI ChC CHITBTCTBAI XPOHUYEH KOPOHAPEH CHHIIPOM:

- TIpY MAIUEHTH C U3SIBEHO aTepOTPOMOOTHYHO ChPIEYHOCHI0BO 3200 siBaHe (aHaMHe3a 32 KOpOHapHa
OosecT Ha CHPIIETO MM MHCYIIT, WK 3a00JIsIBaHe HAa IepH(EPHNUTE CHI0BE) WIN

- 1uabeT ¢ TIOHE e/IMH ChP/IEYHOCHIOB PUCKOB (PAKTOP M/WIIM XPOHUYHA ChPJEUHA HEIOCTaThYHOCT C
HaMaJieHa CHCTOJHA (DYHKIMS Ha JiiBaTa KaMepa Ha ChpUETO (BTOpUYHA MPOQHIAKTHKA CIIEIl OCTHP
nHapKT Ha MUOKap/a: HaMaJsiBaHE HA CMBPTHOCTTA B ocTpata (a3a Ha MHPAPKT Ha MHOKapJa Mpu
NAalMeHTH ¢ KIMHWYHU MTPU3HAIM Ha ChpJEeYHa HEAOCTaThYHOCT, KOTaTo ce 3amoyBa > 48 gaca cieq
ocTpus HHGAPKT HA MUOKap/a).
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[Ipu BB3pacCTHH MALMEHTH C AJEKBATHO KOHTPOJHMPAHO 3a00JiiBaHE C paAMHIIPHWI M OHU30IPOJIOI,
MpUJIaraHu €THOBPEMEHHO, IIPU CHIIIOTO HUBO Ha TO3UPAHE.

4.INN/AB: Ramipril and bisoprolol

[Tokazanms: Kannca e mokasaH Karo 3aMECTUTENHA TEpamus 3a JICYCHHE Ha XUIIEPTOHUS W/WIIN
XHUIIEPTOHHS ChC CHITBTCTBAI XPOHUYEH KOPOHAPEH CHHIIPOM:

- IPH TALMEHTH C U3SBEHO aTePOTPOMOOTHYHO CHPJICUHOCHI0BO 3a00IIsBaHE (aHAMHE3a 32 KOpOHApHA
OoJiecT Ha CHPIETO MIIM MHCYIIT, WK 3a00JIsiBaHe HAa IepHU(EPHNUTE CHI0BE) WIN

- muabeT ¢ TIOHE eIMH ChPICYHOCHIOB PUCKOB (PAKTOP W/WIIM XPOHUYHA ChPJCYHA HEOCTATHUYHOCT C
HaMajieHa CHCTOJHA (YHKIMS Ha JIgBaTa Kamepa Ha ChpIETo (BTOpHYHA MPO(UIAKTUKA CIIel] OCTHP
nHpapKT Ha MUOKap/a: HamMaJsiBaHE HA CMBPTHOCTTA B ocTpaTa (a3a Ha MHPAPKT Ha MUOKapJa MpH
NalMeHTH ¢ KIMHUYHU MPU3HAIM Ha ChpJCYHA HEAOCTaThYHOCT, KOTATO ce 3amoyBa > 48 yaca cien
ocTpus HHPAPKT HA MUOKapAa).

[lpu BB3pacTHM MAIMEHTH C aJeKBAaTHO KOHTPOJHMPAHO 3a00JIIBAaHE C PAMHIIPWI M OU30MPOIIOI,
NpUjIaraHu eJHOBPEMEHHO, TIPU CHIIOTO HUBO Ha JJO3HpaHe.

5.INN/AB: Ramipril and bisoprolol

[Tokazanms: Kanmca e moka3zaH Karo 3aMeCTHTEIHA Tepamnus 3a JICYCHHE Ha XWUIIEPTOHHS W/WIN
XUMEPTOHUS ChC CHITBTCTBAIL XPOHUYEH KOPOHAPEH CUHAPOM:

- IPH MAIIMEHTH C U3SIBEHO aTEPOTPOMOOTHIHO CHPACYHOCHIO0BO 3a00IsiBaHe (aHAMHE3a 32 KOpOHApHA
0os1ecT Ha CHPIETO WM UHCYIT, UK 3a00Js1BaHe Ha epuepHUTE ChIIOBE) UITU

- muabeT ¢ TIOHE eIMH ChPJICYHOCHOB PUCKOB (PAKTOP W/WIIM XPOHUYHA ChPJCYHA HEIOCTATHUYHOCT C
HaMmaJieHa CHCTOJIHA (DYHKIMS Ha JisiBaTa KaMepa Ha ChpLETO (BTOpUYHA MPOPUIAKTHKA CIIEA OCTBP
nH(}apKT Ha MUOKap/a: HaMaJIiBaHEe Ha CMBbPTHOCTTA B ocTpaTa (ha3a Ha MH(DAPKT Ha MUOKapAa Ipu
NAIMEeHTH ¢ KIMHUYHYU MIPU3HALM Ha ChpJIeYHA HEAOCTaThYHOCT, KOraTo ce 3arnousa > 48 yaca cien
OCTpHs HHPAPKT Ha MUOKap/a).

[Ipu BB3pacCTHM MALMEHTH C AJEKBATHO KOHTPOJIUPAHO 3a00isiBaHE C paMUNPWI U OH30IPOIIOI,
MpUJIaraHu eJHOBPEMEHHO, TIPU CHIIOTO HMBO Ha JJO3HPaHE.

6.INN/AB: Cefoperazone, combinations

[Tokazanusa: Lleponedact-C e mokasaH 3a JeyeHHWE Ha CIEAHUTE WHQPEKUWU, NMPUYMHEHU OT
YyBCTBUTEIHH MUKPOOPTaHU3MHU:

- Undexnum Ha TOPHUTE U TOJIHUTE JUXATESITHH ITHTHIIA,

- Undexuumn Ha NTMKOYHUTE TBTHUINA;

- Undexnum Ha KOCTUTE U CTaBHTE;

- Undexumn Ha KokaTa U MEKHTE ThKaHU;

- [lepuTOHUT, XONEIUCTHUT, XOJAHTUT U JPYTH HHTPAAOIOMHHATHA HHEKITHIH;

- Centunemus;

- Ta3oBa Bp3MANMTENHA OOJIECT, EHIOMETPHT, TOHOPES U IPYTH WHPEKITNH Ha TT0JI0BATa CUCTEMA;

- MeHuHrur.

Komb6unupana tepanus

[Topamu mMpoKHs CHEKThp Ha aHTHOakTepuanHa akTuBHOCT Ha Lledomedact-C, romsm Opoit
nH(peKkun Moratr ga ObaaT JeKyBaHHW €()EeKTUBHO C MOHOTEpAmusi C TO3W JIEKAPCTBEH MPOAYKT.
Bwnpeku toBa, Lledonedact-C moxxe qa Obae mpuiiaral U Kato 4acT OT KOMOMHMpaHa Tepamus ¢
Ipyrd aHTHUOMOTHIIM, aKo TakuBa Tepanuu ca mnokasaHu. Ako Iledomnedact-C ce mnpunara
€IHOBPEMEHHO C aMMHOTJIMKO3HIU € HE0OXO0IMMO MOBUIIIEHO BHUMAaHKE 110 BpEME Ha JICYCHUETO (BXK.
Touku 4.5 1 6.2).

TpsbBa na ce B3emar mnpeABUA O(PHUIMATHUTE PHKOBOACTBA 3a NpaBWIHA yIoTpeba Ha
aHTHOAKTEepUATTHU CPEJICTBA.
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7.INN/AB: Eltrombopag

[Tokazanus: EnrpomOomnar Yaiikadgapma € moka3aH 3a J€YeHHUE HAa BH3PACTHH MAIMCHTH C IbPBUYHA
umyHHa TpomOoruronenus (MTII), kouto He ce NOBIMABAT OT JpPYyro JiedeHue (Harp.
KOPTUKOCTEPOUAH, UMYHOTTIOOYyTuHM) (BK. ToukH 4.2 1 5.1).

EntpomOomnar Yaiikadgapma e moka3aH 3a Je4eHHEe HA EAUATPUYHHU MMallMEHTH Ha Bb3pacT Ha U HaA 1
roAnHa ¢ IbpBUYHA UMyHHA TpoMOoruTonenus (UTII), npoxbmkaBama 6 Mecena Wiy moBeye ciex
MOCTaBsIHE HA JMArHo3ara, KOMTO HE C€ MOBIHUSABAT OT JAPYrH JIEYEHHs (HAMp. KOPTUKOCTEPOUH,
UMyHOTJI00yIMHM) (BK. Touku 4.2 1 5.1).

Entpombonar Yaiikadapma e okas3aH 3a JiedeHUue Ha TPOMOOIIUTONICHHS TIPH Bb3PACTHH MAITUCHTHU C
xponnuHa uHbekuusa ¢ Bupyca Ha xenatut C (HCV), npu kouto creneHTa Ha TPOMOOLIUTONCHHUS €
OCHOBHHAT (PaKTOp, KOHTO BB3NPENATCTBA 3allOYBAHETO WJIM OTPaHHYaBa BBH3MOXKHOCTTA Jla Ce
MOAIbpKa ONTUMaJIHA HHTEephepoH-0a3upana Tepanus (Bx. Touku 4.4 u 5.1).

8.INN/AB: Moxonidine
Ilokxazanusa: EaBokc e rmokasaH 3a Je4eHUE Ha XUIICPTOHUA.

9.INN/AB: Moxonidine
Ilokxazanusa: EaBokc e rmokasaH 3a Je4eHUE Ha XUIICPTOHUA.

10.INN/AB: Moxonidine
HOKa3aHI/I${2 EJ'IBOKC € IIOKA3adH 3a JICUCHHUC Ha XI/IHepTOHI/IH.

11.INN/AB: Meloxicam

Ilokazanus: - KpaTKocpquo CUMIITOMATUYHO JICUCHHEC HaA 06OCTp}IHI/I}I Ha PEBMATOUACH apTPUT U
aHKI/IJ'IOSI/IpaHI CIIOHJIWJINT, KOIraTo I[pyrI/I HAQYUHU Ha npnnomeHHe HEC Ca IMMOAXOJAIIHN.

- MGHOKCI/II[I/IH WHKCKIIUOHCH pa3TBOP € IMPEAHA3HAYCH 3a Bb3PACTHH.

12.INN/AB: brinzolamide and brimonidine tartrate

[Tokazanusa: HamansBaHe Ha MOBUIIEHOTO BbTpeoyHo Hamsirane (BOH) mpu BB3pacTHM ManueHTH ¢
OTKPUTOBI'BJIHA TJAyKOMa WM OYHA XWIEPTEH3Us, MPU KOUTO MOHOTEpanusiTa HE OCUTYpsBa
nocraTbuHo HamansBane Ha BOH (Bx. Touka 5.1).

13.INN/AB: Omeprazole

IToxazanus: Omenpazon Anydapma 3a UHTPAaBEHO3HO NMPHIIOKEHHUE € MMOKa3aH KaTo alTepHaTHBa Ha
IepopajaHaTa Teparus 3a CIEIHATE MOKA3aHUs:

Br3pactaun

- JleueHue Ha S3BU HA 1yOJEHYMa;

- [IpodunakTrka Ha pelMIUB Ha s3Ba HA 1yOICHYMa;

- Jleuenune Ha SA3BH Ha CTOMAaxa;

- [IpodunakTrka Ha pelUIUB Ha A3Ba HA CTOMAaXxa,

- B xoMOuHanus cbc ChOTBETHUTE aHTUOMOTUIM - epanukanus Ha Helicobacter pylori (H. pylori) npu
IIENTUYHA 513Ba;

- Jleuenue Ha cBbp3anu ¢ npuem Ha HCIIBC croMaiiam u ayoieHalnHu sI3BU;

- [IpodunaxTrka Ha pazBuTHe Ha cBbp3anu ¢ npuem Ha HCIIBC cTroMarinu v AyoaeHalHU S3BU IPU
PHUCKOBU NALMECHTH;
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- Jleuenue Ha pediykc-e3odarur;

- IBArOCpOYHO JicueHHEe Ha MAIUEHTH ¢ 03IpaBsi1 pediyKc-e30(harur;
- JleueHnue Ha u3siBeHa racTpo-e3odareanHa pedrykcHa 0oJecr;

- Jleuenne Ha cunapom Ha Zollinger-Ellison.

14.INN/AB: Vancomycin

[Tokazanus: UHTpaBeHO3HO MPUIIOKEHUE

Bankomuniua Aunygapma e mokazaH NpU BCHYKH BB3PACTOBH TPYNH 3a JIEYCHHE Ha CJEIHUTE
unpeknnu (Bx. Touku 4.2, 4.4, u 5.1):

- YcnoxxHeHu HHGEKIMU Ha Ko)kaTta 1 MekuTe ThkaHu (cSSTI)

- UH(exnmm Ha KOCTUTE U CTAaBUTE

- [TneBmonus1, npugoduta B 06mectoto (CAP)

- IlneBmonust npugobuta B Oonnuua (HAP), BkiItounTenHO NMHEBMOHMS, CBbp3aHa C arapaTHa
BeHTHanus (VAP)

- Mu(exnmos3en enqokapIuT

BaHKOMUIIMH CBINO € TOKa3aH IPU BCUUKU Bb3PACTOBH IPYIU 3a MepUONepaTHBHA aHTHOAKTEpHaTHA
npopuIakTUKa cpemry OakTephalieH €HIOKapIuT, NpU TAlUeHTH C BUCOK PHCK OT pPa3BUTHE HA
OakTepuaneH eHJOKapIUT, KOraTo ca MOJIOKEHU Ha TOJIEMU XUPYPrUUecKH MPOLETypH.

IIepopanHo npunoxenue

BaHkoMHUIIMH € MOKa3aH MpU BCUYKU BBH3pacTOBU rpynu 3a jedeHue Ha uHpekuus ¢ Clostridioides
difficile (CDI) (Bx. Touku 4.2, 4.4, u 5.1).

TpabBa ga ce B3emar mnpeaBua OQUIMAIHUTE yKa3aHUS 3a MOIXOoJfAaTa ymoTpeba Ha
aHTHOAKTEpUAITHU CPENICTBA.

15.INN/AB: Inosine Acedoben Dimepranol

ITokazanusa: Bupykcan @opre € IMokasaH 3a JICYEHUWE HAa MAllMEHTH C BHUPYCHM PECHUPATOpPHU
UHDEKIHH.

Hauun Ha npuioxxeHue: nepopaiHo

16.INN/AB: Olmesartan medoxomil/Amlodipine/Hydrochlorothiazide

[Tokazanus:

JleyeHne Ha eceHIMaNHA XUIIEPTOHMSL.

Jlo6GaBbuHa Tepanus

Amonrparuc-Ko € nokasas npu Bb3pacTHU NALUEHTH, IPU KOUTO BUCOKOTO apTEPUAIIHO HAIISATAHE HE
ce KOHTpoJupa Jo0pe OT KOMOMHAIUATa OJIMEcCapTaH MEJOKCOMUII M aMJIOJTUITNH, IPUEMaHH KaTo
¢ukcupana 1BoifHa KOMOMHALIKS.

3amecTUTENHa Tepamus

Amonrparuc-Ko € nokasan KaTo 3aMECTUTENIHA TEPAIus IPU Bb3PACTHU MMALIUEHTH, YUETO
apTepHaliHO HaJIsiraHe ce KOHTpoJMpa 100pe OT KOMOWHALKATA OJIMECApTaH METOKCOMMUIL,
aMJIOJTUTIMH U XUAPOXJIOPOTHA3U]L, TPUEMaHH KaTo (puKcupaHa ABOKHHA KOMOMHAIMUS (OJIMEcapTaH
MEIOKCOMMJI U aMJIOJUIINH WU OJIMEcapTaH MEIOKCOMUII U XUIPOXJIOPOTHA3HI) U OTAEITHA
JekapcTBeHa (hopMma (XHIPOXJIOPOTHA3UA WM aMmiloqunH)HaunH Ha MpuiiokeHue: IepopaHo
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1. JlekapcTBen(u) mpoaykr(u), kanauaarcream(u) 3a [IOJHOBSIBAHE na pa3pemenue 3a
ynorpeoda 1o HAMOHAJIHA MpoLeaypa.

1. me na nexapcrBenus npoaykt: BRITOSOPT 10 mg/ml + 5 mg/ml eye drops, suspension
INN/AB: Timolol, combinations

ITokazanusa: HamansBaHe Ha MOBUIIEHOTO BbTpeoyHO HamsraHe (BOH) npu Bb3pacTHU MAaLMEHTH C
OTKPUTOBI'BJIHA TJIAyKOMa WJIM OYHA XHUIEPTEH3Hs, MPU KOUTO MOHOTEpamusita HE OCUTypsBa
noctarbuHo HamaisiBane Ha BOH (Bk. Touka 5.1).

2. Nme Ha nexapcrenus npoaykt: CLINDAVASIN V 20 mg/g vaginal cream

INN/AB: Clindamycin

[Tokazanms: [IpogykTsT chabpka akTuBOTO BemecTBo Clindamycin m e mokaszaH 3a JiedeHHEe Ha
WHQPEKIUKW, TMPUYUHEHH OT YYBCTBUTEIHU KbM KIMHIAMHUIUH aHACPOOHH U TI'PaM-TIOJOXKHTEIHU
aepoOHM OakTepuu: OakTepuasiHa BarmHo3a (m3BecTHa W kato Haemophilus Barmuut, Gardnerella
BarMHUT, HecnienuduueH Baruaut, Corynebacterium BaruiHUT WM aHaepOOHA BarnHO3a).

3. Nme Ha nekapcrBenus npoaykt: DIARID PRO 2 mg tablets

INN/AB: Loperamide

[Mokazanus: JJMAPU]] ITPO e mokaszaH 3a CHMIOTOMATHYHO JICYCHHE HAa OCTpa HecrneuuduyHa u
XPOHUYHA AUApHUsL.

[Ipy manueHTH ¢ WJIEOCTOMHS JIONEPAMUJOB XHUAPOXJIOPHJ CE Ipuiiara 3a HaMajlsBaHe Opos Ha
U3XO0KJAaHUATA, KOJMYECTBOTO HA U3NPAKHEHUATA U 34 BTbPASIBAHE Ha KOHCUCTEHLIUATA UM.
JIMAPU/JT [TPO e noka3aH npu Bb3pacTHU U Jena HaJ 6 TOIMHH.

4. Nme Ha nexapctBenusi npoaykt: DEXINAL 50 mg/2ml solution for injection/infusion
INN/AB: Dexketoprofen

IToxazanust: CUMIITOMAaTHYHO JIEUEHHE HA OCTpa, yMEpeHa JI0 cHiiHA 00JIKa, HaIlp. MOCTONepaTuBHA
0omka, 0bOpeyHa KoIMKa, OOJKH B I'bpOa, KOTAaTO MEPOPATTHOTO MPHUIIOKEHUE HE € TTOAXOSIIO.

5. Nme na nekapcrBenus mnpoaykt: GALANTAMIN DS 10 mg/ml solution for injection
INN/AB: Galantamine

IToxazanus: Hespomnorus

- 3a0osiABaHMs Ha nepudepHaTra HepBHA cucTeMa (TOJUPATUKYIOHEBPUT, PAIUKYIOHEBPUT, HEBPUT,
MOJIMHEBPUT, TOJTMHEBPOIIATHH);

- nepeOpanHa mapanms3a (ChCTOSHHS CJel MO3BYEH WHCYIT, JETCKa IepedpaiHa mapaiu3a);
Hapymienust Ha HEpBHO-MYCKYJIHUSI CHHAIC (MHACTEHUS TPABUC, MYCKYJIHA TUCTPOdUs);

- CBCTOSIHMSI, CBBP3aHU C YBPEXKIaHUs Ha MpPEIHUTE poryera Ha TPHOHAYHUS MO3BK (Cien
MOJTMOMUEIIUT, MUCIIUT, CIIMHAJIHA MYCKYJTHA aTpOQHs).

AHECTE3M0JIOTHS U XUPYPIUs

- 32 mIpemaxBaHe eQeKTa Ha HEICTOJIA3MpaIlUTe HEPBHO-MYCKYJIHHU OJIOKEpUM U 3a JICYCHHE Ha
CJIeJIOTIEpaTUBHY Mape3y Ha ThHKUTE YepBa U MUKOYHUS MEXYD.

Toxkcukomnorus

- IPH OTPaBsIHE C AaHTUXOJIMHEPTULIH.

dusnorepanus

- HoHO(OPETUYHO NpU HEBPOJIOTMYHM YBPEXkKAAaHUs Ha NepudepHara HEpBHA CUCTEMA, €HYPE3UC
HOKTYpHa.
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6. Mme Ha nexapcrBenus npoaykr: HEPARIN PLUS DS gel

INN/AB: Heparin

[Toxazanms: Heparin PLUS DS gel cpabpaxa Heparin sodium/Troxerutin/Dexpanthenol/Benzocaine u
€ IMOKa3aH NP Bb3PACTHU 3 :

- Bapuko3zeH CHHAPOM U CBBP3aHUTE C HErO YCJIOXKHEHHUS (MOBBPXHOCTEH TpoMOodaeOut u
nepudaeouT, Murpupail GaeouT, BAPUKO3HU S3BH);

- [TocToneparuBen BapukohaeOUT, CbCTOSTHUS clie] caheHEKTOMUS;

- [TonkoXkHM XeMaTOMU, aCENTHYHN UHOWITPATH U JIOKATU3UPAHU OTOIU C PA3IUYCH POU3XOI;
-TpaBmMu U HapaHsSIBaHUS HAa CTABUTE, CYXOXKHIIUATA U MYCKYJIUTE.

7. Ume Ha nekapctBenusi npoaykr: OMEPRAZOLE PHARMA 20 mg gastro-resistant hard
capsules

INN/AB: Omeprazole

[Tokazanust: [IponykTsT chabpika Omeprazole u ce n3nomn3sa 3a:

- KpaTKOTPaHO CUMITOMATUYHO JIe4eHue Ha pedaykce e30darur;

- JIe4eHUe Ha CTOMAIITHH U TyOJICHAHU 513BH, cBbp3anu ¢ npuem Ha HCIIBC;

- IIPEBEHIIMS HAa CTOMAIIHU U TyOACHAIHU s3BU, cBbp3aHu ¢ npuem Ha HCIIBC npu maumenTtu c
HOBUIICH PHCK.

8. Nme Ha nekapcrBenus npoaykT: RIXELTO 10 mg film-coated tablets

Pukcenro 10 mg punmupann tadnerknINN/AB: Rivaroxaban

[Tokazanus:

[Ipodunaktuka Ha BeHO3eH TpomboemOonu3bM (BTE) mpu BB3pacTHM ManueHTH, MOJUIOKEHH HA
TUTAHOBO CTAaBHO MPOTE3UpaHe Ha Ta300eIpeHaTa il Ha KOJITHHATA CTaBa.

Jleuenue Ha npnOOKa BeHO3HA Tpombo3a ([IBT) u 6enoapodben embonmuzbsm (BE) u nmpodunaktuka na

peunauBupamy /BT u BE npu Be3pacTHH. (BX. Touka 4.4 32 XeMOJMHAMHYHO HECTAOMIIHU MAI[HEHTH
c BE).

9. Nme Ha nekapctBenus npoaykt: RIXELTO 15 mg film-coated tablets

INN/AB: Rivaroxaban

IToka3zanus:

[IpodunakTrka Ha UHCYJIT U CUCTEMEH EMOOJIU3BM IPU Bb3PACTHH MALMEHTH C HEKJIAITHO
MPEICHPAHO MBXKJICHE C €IMH WM IT0BeUe pUCKOBH (PaKTOpH, KaTo 3acTOiHA ChpAeYHa
HEJ0CTaThbUHOCT, XUIIEPTOHHUS, Bb3pacT > 75 roJuHU, 3aXapeH 1uadeT, mpeaecTBall HHCYIT WU
IIPEXO/IEH UCXEMHUYEH MPUCTBHII.

Jleuenue Ha 1bn0oka BeHo3HA TpomOo3a (IBT) u Genoapoden em6oam3bsM (BE) u npodunakTtika Ha
permauBupanty JIBT u BE npu Bp3pacTau. (BX. Touka 4.4 32 XeMOJIMHAMUYHO HECTAOMITHA
nanueHTy ¢ BE).

10.  Wwme na nexapcrBenus npoaykt: RIXELTO 20 mg film-coated tablets

INN/AB: Rivaroxaban

[Tokazanus:

[IpodunakTrka Ha UHCYAT U CUCTEMEH eMOOTU3bM MPU BB3PACTHH MALMEHTH C HEKJIAITHO
MPEJICHPIHO MBXJICHE C SIMH WM ITOBEYE PUCKOBH (PAKTOPH, KaTO 3aCTOMHA ChpICTHA
HEJOCTAaThUYHOCT, XUIIEPTOHUS, BB3paCT > 75 TOJUHU, 3aXapeH IuadeT, mpeaIecTBaI] HHCYIT UITH
MPEXO0/IeH UCXEMUYEH MPUCTBHII.

Jleuenue Ha nbiuOoka BeHO3HA TpoMmOo3a (JIBT) u 6enoapoden embonu3bsm (BE) u npodunakTika Ha
permmausupanu [IBT u BE npu Bp3pacTHu. (BK. TouKa 4.4 32 XeMOJAMHAMUYHO HECTAOUITHU
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nanueHtu ¢ bE).

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

1.1me na nexkapcrBenus npoaykr: BCG VACCINE, FREEZE-DRIED 0.05 mg/dose powder and
solvent for suspension for injection

INN/AB: Mycobacterium bovis BCG

[Tokazanus: BIIJK BakcuHara ce u3noisBa 3a cnenuduyuna npoduIakTuka Ha TyOepKyo3ara.
[Tpunaranero Ha BLK BakcuHa TpsiOBa 1a ce ocHOBaBa Ha OUIIUATHUTE TPETIOPHKH.

Kanaunarcrsa 3a: [IPOMSHA

IMpomenn: C.z - Safety, efficacy, pharmacovigilance changes - Other variation-Tun II -
Axtyanusupane Ha KXII B T. 4.3 IlporuBonokazanus, T. 4.4 CroeumanHu HpeaynpexneHus U
mpeanasHd Mepku npu ymnorpeba u T. 4.8 HexenaHu jekapCcTBEHHM pPEaKIMH B ChOTBETCTBHE C
n3uckBanusaTa Ha "WHO BCG vaccines position paper - February 2018 - Weekly epidemiological
record (No 8, 2018, 93, 73 - 96) u cpaBHenu ¢ aHano3u Ha EBponeiickus masap - BCG 10 Anti-
Tuberculosis Vaccine ("BIOMED-LUBLIN", Poland) u BCG Vaccine AJV (AJ Vaccines A/S,
Denmark). Touka 4.2 Jlo3upoBka u HaunH Ha npuioxkenue ot KXII ce mpuBexaa B ChbOTBETCTBHUE C
Nmynuzanmonnua kanengap B P. bearapusa. JIII ce akryaimsupa cpoTBeTHO. IIpoaykroBara
uH(popMalus ce MpuBeXkaa B choTBeTcTBUE ¢ akTyanHus QRD mabnon (pa3mecTBaHe, peJakTUpaHe,
JO'bJIBaHE HAa MH(POPMAIUATA, 32 1a CbOTBETCTBA HA U3MCKBAHUATA).
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