M3ITBJIHUTEJIHA ATEHIUA 110 JIEKAPCTBATA

KOMUCHA 3A JIEKAPCTBEHHU ITPOAYKTHU

JTHEBEH PEJ

Ha 3aceqanue Ne 6/15.06.2026

I. dexnapupane ot wieHoBere Ha KJIII u ot ekcneprure u3BbH cheraBa Ha KJIII Ha Bcekn

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

II. JlekapcrBen(un) 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: Metformin and dapagliflozin

[Tokazanus: Mekcnarpu € ToOKa3aH NMPU BB3PACTHU 3a JICUCHHWE HA 3aXapeH Jua0deT TUI 2 KaTo
JOMBIHEHHE KbM JHeTaTa U pu3ndeckara akTUBHOCT:

-IpU MALUEHTH, C HEJIOCTATHUYEH KOHTPOJI TP MOHOTEpAnus ¢ MET(OPMHUH, B MAKCUMATHO MMOHOCHMA
7033,

-B KOMOHMHAIUS C APYTH JIEKAPCTBEHU MTPOIYKTH 32 JICUCHUE Ha JUAOET MPH MAMEHTH C HEIOCTAThUYCH
TIIMKEeMHUYEH KOHTPOII C MET(HOPMHH U TE3U JIeKApCTBEHU MPOAYKTH;

-IIpU TIALMEHTH, KOUTO BEYE C€ JIEKyBaT ¢ KOMOWHanus OT manariuduiosud u MeThOpMHH KaTo
OTJITHU TaOJIETKH.

2.INN/AB: Metformin and dapagliflozin

IToxazanus: MCKC,Z[anI/I € MOKa3zaH IIpU BB3pACTHU 3a JICUCHHUC Ha 3aXapCH I[I/Ia6eT THII 2 KaTo
JOITBJIHEHHUEC KbM AUETaTa " q)HSI/IIIGCKaTa AKTHUBHOCT:

-IIpU MaqUCHTHU, C HEAOCTATHYCH KOHTPOJI TP MOHOTCPAIIUA C MeT(i)OpMI/IH, B MaKCHMMAaJIHO ITIOHOCHUMa
J1034;

-B KOM6I/IHaI_II/I}I C ApYyIru JICKApCTBCHU NPOAYKTH 3a JICUCHUC HA III/Ia6CT IIpU MaUCHTU C HEAOCTATHUYCH
INIMKEMHYEH KOHTPOJI C MET(OPMUH U Te3U JIeKApCTBEHU MPOAYKTH;

-IpA MAalUCHTHU, KOUTO BCYUC CC JICKYBaT C KOM6I/IHaI_II/I$I oT ,HaHaFJII/I(I)JIOBI/IH n MeT(bopMPIH KaTo
OTAEIHU TaOJIETKH.

3.INN/AB: Flecainide

[Tokazanus:

[ponyktute chappkar Flecainide acetate u ca mokasanu npu je4eHue Ha:

- AV HomajHa peUnpoYHa TaXUKapus; apuTMHH, CBbp3anu cbe Wolf-Parkinson-White cuuapom u
NOJIOOHU CHCTOSIHUS C JJOITBJITHUTEITHH TBTHUILA, KOTATO JPYTO JICYeHUE € Hee(PeKTUBHO.

- Texkka cHMITOMAaTHYHA W KMBOTO3aCTpaIlaBaIla MapoKCH3MaIHa KaMepHa apUTMHUs, KOATO HE ce
NOBJIMSIBA HA APYTU (POPMHU HA TEPaIs UM PU HEOHOCUMOCT KbM JPYTH JICYCHUS.

- ITapokcu3MaHU TPEACHPAHN ApUTMUM (TIPEACHPAHO MBXKJIEHE, TPENTeHEe M TaXUKapAws) Ipu
NAlMEHTH C MHBATUIN3UPAIIY CUMITOMH CJIe/I KOHBEPCHUS, IPH YCIOBUE Y€ MMa KaTeropruyHa Hy»X/1a
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OT JIeYEHHE BBH3 OCHOBA Ha TEXKECTTa HAa KIMHUYHUTE CHMITOMH, KOTaTro Jpyro JICYCHHE ¢
HeeEeKTHBHO.

CTpyKTypHHTE CHp/ACYHHU 3a00NABAIMA W/WINM HapylleHaTa (QYHKIHMS Ha JsBaTa Kamepa TpsOBa na
ObIaT U3KIIOYECHU MOPAIH MOBUILICHHUS PUCK OT MIPOAPUTMHUYHU €(PEeKTH.

Kancynute (ekanHuI0B amerar Morar jJa ce W3IOJ3BaT 3a MOJIbpKaHE HA HOPMAJIHUS ChpACYEH
PHUTBM clie/l KOHBEPCHS C APYTH CPENICTBA.

4.INN/AB: Flecainide

IToxazanus:

ITponykrute chabprxkar Flecainide acetate u ca mokasaHu mpu JeYCHHE Ha:

- AV HoJanHa peuunpoYHa TaXuKapus; aputMun, cBbp3anu cbe Wolf-Parkinson-White cuaapom u
NOJJ00HU CHCTOSIHUS C JJOIBIHUTEITHH IBTHUINA, KOTATO IPYTo JIeYeHUE € Hee()EeKTHBHO.

- Texxka cuMOTOMaTHYHA M KMBOTO3acTpallaBalla MapoKCH3MallHa KaMepHa apuTMUsl, KOSATO HE Ce
NOBJIMSABA HA APYTU (OPMHU HA TEpaIus UM IPU HEOHOCUMOCT KBbM JPYTH JICYCHUS.

- [lapokcu3ManHu TpeACHPIHU APUTMUU (NIPEICHPAHO MBXKIEHE, TPENTeHE W TaXWKapAWs) MpU
NalMEHTH C MHBAIMIN3UPAIIY CUMIITOMH CJIe/l KOHBEPCHUS, IIPH YCIOBUE Y€ MMa KaTeropuyHa Hy»X/1a
OT JICYCHHE BB3 OCHOBA Ha TEKECTTa HAa KIMHUYHUTE CHUMITOMH, KOTaTo APYro JICYCHUE €
Hee(EeKTHUBHO.

CTpyKTypHHTE ChpJCUYHU 3a00JSBAIMS W/WIM HapylieHata (YHKIH Ha JisiBaTa Kamepa TpsOBa na
ObIaT M3KIIIOYEHH MTOPaIH MOBUIICHHS PUCK OT IPOAPUTMUYHU €(DEKTH.

Kancynure (ekanHUI0B anerat Morar Ja ce M3IO0JI3BaT 33 MOJAbpiKaHe Ha HOPMAIHUS ChpJIeUeH
PHUTBM CIIe/T KOHBEPCHUS C APYTU CPENICTBA.

5.INN/AB: Flecainide

ITokazanus:

[Mponykrute chabpkat Flecainide acetate u ca moka3anu npu Je4eHUE Ha:

- AV HoJanmHa pelynpoyHa TaxXuKapIus; apuTMun, cBbp3anu cse Wolf-Parkinson-White cuaapom u
MOJTOOHY CHCTOSTHUS C JOIMBIHUTEIHN TBTUIIIA, KOTATO JIPYTO JICYeHUE € Hee)eKTHBHO.

- Texxka cuMOTOMaTHYHA M JKUBOTO3acTpalllaBallla apoKCH3MallHa KaMepHa apuUTMHUs, KOSTO HE ce
MIOBIIMSIBA HA APYTH (POPMHU Ha TEPAIUs HITU IIPH HEMOHOCHUMOCT KbM JIPYTH JICYCHHUS.

- [lapokcu3ManHu NpeAChPIHU ApUTMUHU (IIPEICHPAHO MBXKJEHE, TPEeNTeHEe U TaxuKapAus) NpU
MAIMEHTH C MHBAIUIU3UPAIINA CUMITTOMH CJie]l KOHBEpPCHSI, ITPH YCIOBHE Y€ MMa KaTerOprYHa HYX/1a
OT JIeYCHHE BbB3 OCHOBA Ha TEXKECTTa HAa KIMHUYHUTE CHUMITOMH, KOTaTo JApPYro JICYEHUE e
Hee(EeKTHUBHO.

CTpyKTypHHUTE ChpJCUHHU 3a00sBAINs W/WMIM HapylleHata (QyHKIMsS Ha JsBaTa Kamepa TpsOBa Ja
OBIaT U3KITIOYCHHU TIOPATH TOBUILIEHHS PUCK OT MMPOAPUTMHUYHU €(PEKTH.

Kancynure ¢ekanHu0B anierat Morar Jja ce M3IMO0JI3BaT 3a MOJAbpiKaHe Ha HOPMAJHUS ChpJeUeH
PUTBHM CIie/T KOHBEPCHS C APYTH CPENICTBA.

6.INN/AB: Dapagliflozin

[Tokazanus: [IpoaykTsT chabpka Dapagliflozin u e nokasan npu:

3axapen quaber Tum 2

Hanarmudosnn Yaiikadapma e mokasaH nmpu Bb3pacTHU M Jielia Ha Bb3pacT 10 u moBeue rognHu 3a
JieyeHHe Ha HeJOCTAThbYHO KOHTPOJIMPAH 3aXapeH auadeT THI 2 KaTo Jo0aBKa KbM JTUeTa U pU3nUecKa
aKTUBHOCT.

- Karo MOHOTepamusi, KOoraro ymnorpebara Ha MeTGOPMHH c€ CMsiTa 3a HeyMecTHa IOopaau
HEMOHOCUMOCT.

- KaTo Jo0aBKa KbM JPYTH JIEKAPCTBEHU MPOIYKTHU 32 JICUCHUE Ha AUa0eT TUN 2.
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3a pe3ynratuTe OT MPOYYBAaHHS IO OTHOIIEHHWE Ha KOMOWHAIMS Ha Tepamnuu, eDeKTH BbpXY
TNIMKEMUYHUST KOHTPOJ, CBPACYHO-CHAOBHTE WM OBOPEYHUTE CHOUTHS, KAaKTO W MPOYYIBAHHUTE
nomnynanuu, BuxTe Touku 4.4, 4.5 u 5.1.

CppreyHa HEJOCTaTHYHOCT

Hanarmuduoszun Yaiikadapma € MmokazaH MpU BH3PACTHU 3a JIEUEHUE CHMIITOMATHUYHA XPOHHYHA
ChpJICYHA HETOCTATHYHOCT.

XpoHUYHO OBOpEeUHO 3200 51BaHE

Hamarmuduozun Yaiikadhapma e mokasaH NMpPU BB3PACTHU 3a JICYCHHE HA XPOHUYHO OBOPEUHO
3a0o0sBaHe.

7.INN/AB: Esomeprazole

[Tokazanwus: Ezomernpazon Anydapma 40 mg WHKECKIIMOHEH U MH(Y3UOHEH Pa3TBOp € IMOKa3aH Ipu
BBH3PACTHHU 3a:

* [ToTuckaHe Ha cCTOMAIIHATA CEKPELIUsl, KOTaTO MEPOPATHOTO MPUIIOKEHHUE HE € BB3MOXHO, KaTo:

- racTpo-e3odareanna pedurykcHa 6oiect ('EPB) nmpu manmenTy ¢ e3odarut u/mim TeKKHA CUMIITOMHA
Ha pedrykc;

- 3a3/]paBsiBaHE Ha CTOMAIIHU 53BU, CBbp3aHH ¢ jeuenue ¢ HCIIBC;

- npoduIaKTHKa HA CTOMAIIIHA U TyoJeHalHa s13BH, NpuunHeHu ot jgedenue ¢ HCIIBC npu puckoBu
TAI[UCHTH.

* [IpeBeHIIMS HAa TOBTOPHO KBPBEHE CJIE]] TEPANICBTUYHA CHIOCKOIIHSI TIPU OCTPO KbPBEHE OT CTOMAIITHA
WIH TyOJIeHaTHA A3Ba.

E3omernpazon Anydapma e mokasaH MmpH Jiela U FOHOIIHN Ha Bb3pacT oT 1 1o 18 roaunu 3a:
 CromalrHa aHTHCEKPETOPHA Teparnwsi, KOTaTo NEePOPATHOTO MPHIIOKEHNE HE € BB3MOXKHO, KaTo:

- ractpo-e3zodareanna peduykcra 6onect (I'EPB) npu nanuentu ¢ epo3uBeH pedaykc e3odarut u/mim
TEKKH CUMIITOMH Ha pedIrykc.

8.INN/AB: Dexamethasone

[Tokazanwms: [Ipu eHIOKPUHHYU U HEESHIOKPHHHU 3a00JISIBAaHMSI, MO3bYEH OTOK M KaTO JTUATHOCTUYHO
CPEeACTBO NPH ONpeAeeHN CbeTosIHUA. [Ipeanoxkennre TepaneBTHYHN TOKAa3aHUs ca:

Enpnokpunen exzodpranm

HeeH1IOKpUHHY CHCTOSHUS, MOBIUSABAIIN CE OT KOPTUKOCTEPOUAN KATO:

Anadunakcus

[TonmumuanTus, HOAO3€H MOJIUAPTEPUNT

PazniaHu XeMaToIOTHYHN HapyIICHUS

["acTpoeHTeponornyHy 3abo0JIIBaHUs KaTo yaepo3eH KoiuT u Oonect Ha KpoH, Hsikon ¢opmu Ha
XETIaTHT;

[Tonmumuosur

[ToBuIeHO BBTpEUEPEITHO HAJSTAHE, IBJDKANIO C€ HAa MO3BYEH TyMOp, PEUIUINBH Ha MHOXKECTBEHA
CKJIepo3a

Hapymenust Ha ounTe: TIpEeH U 3a/leH YBEHT, HEBPUT Ha N. opticus, XOPUOPETUHUT, UPUIOITUKITHT,
TEMIIOpaJIeH apTepPUUT, OPOUTAJIEH NICEBAOTYMOP;

HedpoTtuuen cunapom;

benoapoOHu HapyieHHs, KaTo XpOHMYHO MNpoTHyamia OponxuanHa actMa, XOBB, capkoumosa,
aJepruvYHy 3a00JsIBaHUS Ha OenuTe ApoOoBe KaTto hepMepcku Os1 Apod 1 Os1 Apod Ha JIFOOUTEN Ha
I'bIb0H, cuHIpoM Ha JIboduiep, kpunroreneH Gpuodpo3upal aaBeoINT;

Jleuenne Ha KOpOHAaBHpYCHA WHQEKIUS MTPH BH3PACTHH U IOHOIIM, KOUTO Ca XOCITUTAIN3UPAHU U Ce
HYXJasT OT KUCIIOPOJIOTEPAITHS;

PeBmaTnunm 3a001BaHUsA

Koxxnu 3abonaBanusi, karo neMm¢uryc ByJirapuc, 0yino3eH neMurons, epuTpoaepMus, CHHIPOM Ha
CruBbHC-/[)KOHCHH, mycosis fungoides u ap.
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9.INN/AB: Chlortalidone

[Tokazanus: JleueHue Ha apTepualiHa XUIIEPTOHUS, €CEHLIMAIHA WM He(pporeHHa, WM U30JIMpaHa
CHCTOJIMYHA XUTIEPTOHUS. XJIOPATHUKOH MOXKeE Jia C€ M3IOJI3Ba CAMOCTOSATEIIHO WM B KOMOMHALINSA C
JPYTU aHTUXUIIEPTEH3UBHU CPEIICTBA.

Jleuenne Ha cTaOwiHa, XpOHHYHA ChpJeYHA HEAOCTATBYHOCT C Jeka A0 ymepeHa creneH (NYHA
¢dbynkumnonanen kiac II-11T) ¢ Hanuaue Ha 3acTOM.

OTonu OT crieruguyueH MPOU3X0/I;:

- AciuTH, IBJKAIIM C€ Ha IMPO3a Ha YepHUS Apo0 Mpu CTaOMIIHU MALIMEHTH [0/ CTPOT0 HAOII0IEHHUE;
- Otok, OappKamy ce Ha He(QPOTHYEH CHUHAPOM, OCTBD TIIIOMEPYJIOHEPPUT U XpOHMYHA OBOpedHa
HEJI0CTaThYHOCT (MIPH KPEATHHUHOB KIUPBHHC >30ml/min);

- Koptukocrepouana u ectporenHa Tepamnusi.

Hedporenen nncunuaen nuader (Diabetes Insipidus).

10.INN/AB: Chlortalidone

[Tputexxaren Ha paspemiennero 3a ynorpeda: HEO BAJIKAHUKA EOO/], boirapus

3assnenne: Ne7932/21.02.2025

ITokazanus: JleueHne Ha apTepualHa XMIEPTOHMS, €CEHLUMAIHA WIM He(QpPOreHHa WIM H30JIMpaHa
CUCTOJIMYHA XUIIEPTOHUS. XJIOPOTOH MOXKE Ja C€ M3I0JI3Ba CaMOCTOSITENIHO WJIM B KOMOMHaLUs C
JPYTH aHTUXUIIEPTEH3UBHU CPEJICTBA.

Jleuenne Ha crabuiiHa, XpOHHWYHA ChPJEYHA HEAOCTAThUHOCT C Jieka A0 ymepeHa creneH (NYHA
¢dbynkuonanex kinac II-111) ¢ Hanuune Ha 3aCTOM.

OTomu oT crienuguyueH MPOU3X0/I;:

- AcuuTH, IBJDKAIIY c€ Ha LIMPO3a Ha YepHUs Jpo0 Npu CTaOMIIHU MAMEHTH 101 CTPOro HabJ0ACHNUE;
- OTOK, ABKAll ce Ha HEQPOTHYEH CHUHIPOM, OCTHP IJIOMEpPYJOHEPPUT M XpOHHYHA OBOpeuHa
HEI0CTaThUHOCT (MPH KPEaTUHUHOB KIUpBHHC >30 ml/min);

- KopTukocrepouina 1 ecTporeHHa Teparnusi.

Hedporenen nncununen nquadet (diabetes insipidus).

11.INN/AB: Chlortalidone

ITokazanus: JleueHne Ha apTepuanHa XUIEPTOHMSA, €CEHLUAIHA WIM He(QpPOreHHAa WIM W30JIMpaHa
CUCTOJIMYHA XUIIEPTOHUS. XJIOPOTOH MOXKE Ja C€ M3IO0JI3Ba CaAMOCTOSITENIHO WJIM B KOMOMHAaLUs C
JPYTH aHTUXUIIEPTEH3UBHU CPEJICTBA.

Jleuenne Ha crabuiiHa, XpOHHWYHA ChpPJIEYHA HEAOCTATHUYHOCT C Jieka A0 ymepeHa creneH (NYHA
¢ynkunonanes kiac [I-1I1) ¢ Hanuune Ha 3acTOM.

Otouu ot crienupuYeH MPou3Xoa:

- AcuuTH, IBJDKAIIY C€ Ha IMPO3a Ha YepHUs Jpo0 NpH CTAOMIIHU MAIMEHTH 01 CTPOTo HAOJIOICHNUE;
- OToK, ABKAll ce Ha HEQPOTHYEH CHUHIPOM, OCTHP IJIOMEpPYJIOHEPPUT U XpOHHYHA OBOpeuHa
HEIO0CTAaThUHOCT (MPH KPEaTUHUHOB KIUpBHHC >30 ml/min);

- KopTukocreponina u ectporeHHa Tepanusi.

Hedporenen nncunuaen nquadet (diabetes insipidus).

12.INN/AB: Fesoterodine fumarate

Tlokazanus: pu BB3pAaCTHHU 3a JICHCHHUC Ha CHUMIITOMHUTC (HO-‘-ICCTO YpUHUPAHE I/I/I/IJ'II/I HCOTJIOKHU
II0O3UBHU 3a ypI/IHI/IpaHe I/I/I/IJ‘H/I I/IHKOHTI/IHGHHI/ISI), KOUTO MOXE Ha C€ ITOABAT CbC CI/IH}IPOM Ha
CBp’bXB’b36y,[[I/IM MMUKOYCH MCXYP.
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13.INN/AB: Fesoterodine fumarate

Tlokazanus: CDeBOI[I/IH € IIOKa3aH IIpHu BB3PACTHHU 3a JICHCHHUC HA CUMIITOMUTC (HO-‘ICCTO YpUHHUPAHC
H/HJII/I HCOTJIOXKHU ITIO3MBH 34 ypI/IHI/IpaHe I/I/I/IHI/I I/IHKOHTI/IHCHI_II/IH), KOUTO MOXKC Ja CC ITOABAT CBC
CHUHJIPOM Ha CBPBXBB30YINM MMUKOYECH MEXYP.

14.INN/AB: Oxaliplatin

[Tokazanus: OxcanumiuaTuH B KomOuHaius ¢ S-guryopoypammi (5-FU) u donmunosa kucenuna (FA) e
MOKa3aH MpHU:

- aJIIOBAHTHO JICYCHUE Ha KapIIUHOM Ha nebenoto yepso, craauii 11l (ctaauii C mo Duke) cinen mbpiaHO
OTCTpaHsIBaHE HA IbPBUYEH TYMOD;

- JIEYEHNE HAa METACTaTUYEH KOJIOPEKTAIEH KApLIUHOM.

15.INN/AB: Silodosin
[Tokazanus: JleueHne Ha TPHU3HAIMTE W CHUMIITOMHTE Ha OCHUTHEHA XWIIEpPIUIa3us Ha TpocTarara
(bXII) mpu BB3pacTHU MBXKE.

16.INN/AB: Silodosin
ITokazanus: JleueHne Ha NpU3HALUTE U CUMITOMMTE Ha OCHUTHEHa XHUIIEpIUIa3us Ha IpocraTara
(BXII) nmpu Bb3pacTHU MBIKE.

17.INN: Fludeoxyglucose (18F)

[Toazanwms: This medicinal product is for diagnostic use only.

Fludeoxyglucose (18F) is indicated for use with positron emission tomography (PET) in adults and
pediatric

Oncology

In patients undergoing oncologic diagnostic procedures describing function or diseases where
enhanced glucose influx of specific organs or tissues is the diagnostic target. The following indications
are sufficiently documented (see also section 4.4):

Diagnosis:

" Characterisation of solitary pulmonary nodule

" Detection of cancer of unknown origin, revealed for example by cervical adenopathy, liver or
bones metastases

" Characterisation of a pancreatic mass

Staging:
" Head and neck cancers including assistance in guiding biopsy

Primary lung cancer

Locally advanced breast cancer

" Oesophageal cancer

Carcinoma of the pancreas

" Colorectal cancer particularly in restaging recurrences

Malignant lymphoma

" Malignant melanoma, Breslow >1.5 mm or lymph node metastasis at first diagnosis
Monitoring of therapeutic response:

" Malignant lymphoma

" Head and neck cancers

Detection in case of reasonable suspicion of recurrences:

" Glioma with high grade of malignancy (111 or 1V)

" Head and neck cancers
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Thyroid cancer (non-medullary): patients with increased thyroglobulin serum levels and
negative radioactive iodine whole body scintigraphy

" Primary lung cancer

" Breast cancer

Carcinoma of the pancreas

" Colorectal cancer

Ovarian cancer

" Malignant lymphoma

Malignant melanoma

Cardiology

In the cardiologic indication, the diagnostic target is viable myocardial tissue that takes-up glucose but
is hypo-perfused, as it must be assessed beforehand using appropriate blood-flow imaging techniques.
" Evaluation of myocardial viability in patients with severe impaired left ventricular function who
are candidates for revascularisation when conventional imaging modalities are not contributive.
Neurology

In the neurologic indication the interictal glucose hypometabolism is the diagnostic t

18.INN: Edoxaban

[Toxazanwms: [IpodunakTika Ha UHCYIT M CUCTEMEH eMOOIM3bM MPU Bh3PACTHU MAIEHTH C HEKIIAITHO
npencepano MexiaeHe (HKIIM) ¢ enuH wim moBeve puCKOBU (DaKTOPH KaTo 3acTOMHA ChpJeuHa
HEIOCTaThUHOCT, XUIIEPTOHUS, Bb3pacT >7/5 TOAWHH, 3axXapeH AuadeT, MpeanIecTBall WHCYIT WIH
TpaH3uTOpHA Ucxemu4Ha artaka (THA).

Jleuenne Ha nBIOOKa BeHO3HA TpombOo3a (IBT), Gemonpodbna embonus (BE) n nmpodunaktuka Ha

peuuauBupaiid IBT u BE npu Bb3pactHE (BXK. TOUKa 4.4 32 XeMOTUHAMHYHO HECTAOHMIIHU MAIIMCHTH
c BE).

19.INN: Edoxaban

[Toxazanwms: [IpoduakTika Ha HHCYIT M CUCTEMEH eMOOIM3bM IPH BB3PACTHU MAIMEHTH C HEKIIAITHO
npencbpano MexiaeHe (HKIIM) ¢ eanH wim moBede pHCKOBHM (DakTOpu KaTo 3acTOWHA Chp/edHA
HEIOCTaThYHOCT, XUIIEPTOHHS, BB3pacT > 75 TOJAMHM, 3axapeH AualeT, MpenniecTBall HHCYAT WIN
TpaH3uTOpHa UcxeMuyHa ataka (THA).

Jleuenne Ha nbpnOoka BeHo3Ha TpomOo3a ([IBT), Oenogpodbna embonus (BE) m mpodunaktika Ha

perausupaiy [IBT u BE npu Be3pacTHE (BX. Touka 4.4 32 XeMOJMHAMUYHO HECTAOMIHU MAllUCHTH
c BE).

I11. JlekapcTrBen(u) mpoaykr(u), kanauaarcream(u) 3a [IOJHOBSIBAHE na pa3pemenue 3a
ynorpeda 1o HalMOHAJIHA MPoIeaypa.

1. Wme na nexapcrBenuns npoaykt: LACTULAX 670 mg/ml oral solution
INN/AB: Lactulose
[Tokazanus: - JledeHue Ha 3amek, KOWTO HE ce MOBJIMSABA OT JIMeTa U peryiupaHe Ha (U3HOIOTHYHUS
PUTHM Ha 7e0eI0TO YepBoO.
- HpI/I MEOUIITMHCKA HCO6X0}II/IMOCT OT MCKHU U3INPAXKXKHCHUA (XeMOpOI/IHH, CJICOOICpaTUBHU
MHTEPBEHIIMU Ha KOJIOHA WM aHyCa)
- UepnoapoOHa enneamonatusi: Je4eHne u npoduIakTUKa Ha YepHOAPOOHA KOMa WIIH TIPE]] KoMa.
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2. Wwme na nexapcrenus npoaykt: LEVETIRACETAM STADA ARZNEIMITTEL 500 mg
film-coated tablets

INN/AB: Levetiracetam
ITokazanus: JleBetupaneram PSS e nokaszan kaTo MOHOTEpanusi IpHy JIEYEHUE HA MAPLUAIIHU IPUCTHIIN
¢ WM 0e3 BTOpUYHA T'eHEpAIM3aIlus MMPY Bb3PACTHH MAIMEHTH U FOHOIIM Haja 16-roauiiHa Bb3pacT C
HOBOJMArHOCTULIMPAHA CIUJICTICHS.
JleBeTupaneram PSS e mokaszan kaTo I0OIBJIBAIIIO JICYEHUE:
- TIpY TMAPIUAIHN MPUCTHIN ¢ WK 0€3 BTOpHYHA TCHEepAIM3aIis MPU BH3PACTHHU, IOHOIIH, Jera U
HOBOPOJICHU HaJ| 1-MeceuHa Bb3PacT C CMUJICTICHSI.
- MpU MHUOKJIIOHWYHU TPUCTHIM NMPU BB3PACTHU U IOHOWIM HaJ 12-rojauiiHa BB3pacT C FOBEHUJIHA
MHOKJIOHHYHA €IUJIEIICH.
- MPYU IBPBUYHO I€HEPATIM3UPAHU TOHUYHO-KJIOHUYHU MPUCTHIM MPU Bb3PACTHU U IOHOIIU Haja 12-
TOJIMIITHA BB3PACT C UAUOMATHYHA TeHEPATM3UPAHA CITHIICTICHS

3. Wwme na nexapcrBenus npoaykr: LEVETIRACETAM STADA ARZNEIMITTEL 1000 mg
film-coated tablets

INN/AB: Levetiracetam
[Tokazanus: JleBetupaueram PSS e nokaszan kaTo MOHOTEpanusi IpH JIEYEHUE HA MAPLUAIIHU IPUCTBIIN
¢ uiu 6e3 BTOpUYHA TeHepalIn3allysl IPU BH3PACTHU MAIMEHTH U IOHOIIN Haj 16-rouIIHa B3pacT C
HOBOJIMAarHOCTUIMPAHA CIUIICIICHUSI.
JleBetuparieram PSS e mokazaH kaTo JOMBIBAILO JICYCHHE:
- IIpY MapUUAIHU NPUCTHIN ¢ UM 0€3 BTOpUYHA I'€HEepalu3alus IpU Bb3PACTHHU, IOHOIIU, Jena U
HOBOpPOJIEHU HaJ |-MeceyHa Bb3pacT C eMUIICTICHSL.
- NIPY MHOKJIOHWYHU HPUCTHIM MPU BB3PACTHU M IOHOIIM Haja 12-roguiiHa Bb3pacT C IOBEHWIHA
MUOKJIOHUYHA EMUJIETICHS.
IIPU I'BPBUYHO T€HEPAIU3UPAHN TOHUYHO-KJIOHWYHHU MPUCTHIU MPU BB3PACTHU U IOHOLIM Haj 12-
TOJUIIIHA BB3PAcT C NAUONATUYHA FEHEPATN3UPAHA EITUIICTICHUS.

4. Wwme Ha nekapctBenus npoaykt: MELYD 50 mg/850 mg film-coated tablets
INN/AB: Metformin and vildagliptin
[Toxazanust: Menuy € IOKa3aH KaTo JAOMBIHEHHE KbM JUeTaTa W yNpaKHEHHTA 3a TMOJ00peHne Ha
TJIMKEMUYHUSL KOHTPOJI IIPU BB3PACTHH ChC 3aXapeH Auader THIl 2:
- TIPY TIAIIMEHTH, MTPH KOUTO HE € BH3MOXKHO J]a CE TIOCTUTHE aJIeKBaTeH KOHTPOJ caMO ¢ MET(HOPMUH
XUJIPOXIIOPHI.
- TIPY TTAIIMEHTH, KOUTO BeUe ce JIEKYBaT C KOMOWHAIMTA BIIJATTTHIITHH U METGOPMIH XHUIPOXIOPHT
nox (hopmara Ha OTACTHU TaOJIETKH.
- B KOMOWHAIUS C JIPYTH JIEKAPCTBEHU MPOAYKTH 3a JICYCHHE Ha JualeT, BKIIOYUTEIIHO WHCYIIUH,
KOT'aTo T€ HE OCUTYpsIBaT a/IeKBAaTEH TJIMKEMUUYEH KOHTPOJ (BX. Touku 4.4, 4.5 1 5.1 3a HATMYHU JaHHU
OTHOCHO Pa3IMYHUTE KOMOMHAIUN).

5. Hwme na nexapcrBenns npoaykt: MELYD 50 mg/1000 mg film-coated tablets
INN/AB: Metformin and vildagliptin
[Tokazanus: Menuj e OKa3aH KaTo AONMBJIHEHHE KbM JueTaTa M yIpakKHEHUsTa 3a MoJo0peHne Ha
TJIMKEMUYHUST KOHTPOJI TIPY BB3PACTHH ChC 3aXapeH JAuadeT THIl 2:
- TIpY MALUEHTH, ITPU KOUTO HE € BH3MOXKHO J]a Ce MIOCTUTHE aJIeKBAaTeH KOHTPOJ caMoO ¢ MET(HOPMHUH
XUIAPOXIIOPHI.
- IpY MAaLMEHTH, KOUTO BeUe Ce JIEKyBaT C KOMOMHAIMATA BUIIATIUITHH U MET(HOPMUH XHIPOXIOPHT
oz ¢opMara Ha OTIEITHU TaOJICTKH.
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- B KOMOWHaIUs C APYTU JICKAPCTBEHU MPOJYKTHU 3a JEeUeHUE Ha JruadeT, BKIIOYUTEIHO HWHCYJUH,
KOTraToO T€ HE OCUTYPSIBAT aJ€KBATCH INIMKEMUYEH KOHTPOJI (BK. Touku 4.4, 4.5 u 5.1 3a Hanu4HU JaHHU
OTHOCHO Pa3JIMYHUTE KOMOWHAIIVH).

6. Hwme Ha nekapcrBenus npoaykt: KETOFLEX 5% gel
INN/AB: Ketoprofen
[Mokazanust: Ceaspika Ketoprofen u e mokazaH 3a CHMITOMATHYHO JIOKAIHO JICYCHUE HA YMEPEHaA JI0
U3pa3eHa MYCKYJTHA WIIH KOCTHO-CTaBHA 0O0JIKa M OTOK OT BB3MAIUTENICH HIIH TPABMATUYCH IIPOU3XOJL:
- HaBsixBaHuMs1, M3KBIYBAHUS, MYCKYJIHH U CYXOXHITHH PACTSDKCHHUS, KOHTY3HH;
- OcTeoapTpuT, NEpHAPTPUT, TCHIUHUT, OYPCHUT;
- bonka B kpbcTa, cXBalllaHe Ha Bpara.

7. Wwme uHa nekapcteenus npoaykt: IRBECON-CO 150 mg/12,5 mg film-coated tablets
INN/AB: Irbesartan and diuretics
[MToka3anus: 3a jle4eHre Ha ECEHIIUATHA XUTICPTOHHMS.
Tasu ¢ukcupana 1030Ba KOMOHHAIMS € IMOKa3aHa NPH IMAlMEHTH, YHETO KPHBHO HAsTaHe HE €
aJICKBaTHO KOHTPOJIMPAHO OT CAMOCTOSTEITHOTO MPHUJIOKEHHE Ha UpOecapTaH WM XUAPOXIOPOTHASHU]T
(Bk. Touka 5.1)

8. Wwme na nexapcreenus npoaykt: CARSIL 22,5 mg film-coated tablets
INN/AB: Silymarin
[Tokazanus:: CUMITOMATHYHO JICYCHHE HA XPOHUYHM TOKCHYHH YEPHOAPOOHU YBpEKIaHus. 3a
MOJTBPIKAIIIO JIEYEHHE [IPH MAIIMEHTH C XPOHUYHH BB3MATUTEIHN 3a00JIABaHHs HA YEPHUS IPOO MK
yepHOApoOHa ITUPO3a.

9. Wwme na nekapcrBenus npoaykt: DOXYCYCLINE TZF 20 mg/ml solution for infusion
INN/AB: Doxycycline
[MToxazanwmst: MH(eKMHr Ha TOPHUTE U JOJTHUTE AUXATECITHH TbTUINA (HAIP. TOH3WIUT, (apUHTHUT, OTHUT,
CHUHY3UT, OpOHXMT, IHEBMOHHs), npuunHeHHM oT Haemophilus influenzae, Klebsiella spp.,
Streptococcus pneumoniae, Mycoplasma pneumoniae, Chlamydia pneumoniae
WNHudexun Ha MTMKOYHUTE MMBTHUILA - IUCTUT
Wudexum, npenaBaHu 10 MOJIOB BT - HEYCIOXHEH YPETPUT, BH3NATUTEITHH ChCTOSHUS B 00J1acTTa
Ha MaJkus Ta3, npuunHeH ot Chlamydia trachomatis, Ureaplasma urealitycum
CromaimHo-upeBHH HWHGpEKIuH, npuuuHeHr oT Salmonella spp., eHTepomaToreHHW IIaMOBE
Escherichia coli (mpTHHuecka muapusi), Entamoeba histolytica, Shigella spp., Vibrio cholerae,
Clostridium spp.
Wudexun Ha Ko)kaTa U MEKUTE ThKaHU, BKIIOUUTETHO TEXKH (JOPMHU Ha aKHE BYJITapHC, IbJDKAIIN
C€ UYBCTBUTCIHH KbM JIOKCHUIIUKIWH Mukpuopranm3smu (Hampumep Clostridium  spp.,
Propionibacterium acnes, Staphylococcus aureus), ako aHTHOMOTHYHATa Tepamus C€ CUMTa 3a
HeoOxouMa.
Korarto ce B3ema pemenue 3a nedenue ¢ JJOKCULIMKIINH ®JIOEJIJIA undys3noneH pa3rsop, TpsiOBa
7la ce UMaT IpeaBU OQUIIHATHATE yKa3aHHs 3a IPAaBUITHA YIIOTpedaTa Ha aHTHOAKTEPUATHU CPEICTBA.

10. Nme na nexapcrBenus npoaykr: FUNGITER 1% cream

INN/AB: Terbinafine

[Tokazanust: I'bOMyHM MHQEKIMM Ha KoXKaTa, NMPUUMHEHH OT aepmaTopuTH kKato Trichophyton
(manpumep T. Rubrum, T. Mentagrophytes, T. Verrucosum, T. Violaceum), Microsporum canis u
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Epidermophyton floccosum, HanmpuMep HHTEPAUTUTAICH U IUTAHTAPEH THII tinea corporis (FrbOMYKH 110
KpakaTa), tinea cruris (rbOMYKM B MHTBHHAIHUTE 00J1aCTH) | tinea corporis (MbOMYKH MO TSIIOTO).

Wudeknnu Ha Koxara, MPUYUHEHH OT APOXKIU, OCHOBHO Te3M, mpeau3Bukanud ot Buaa Candida
(Candida albicans).Pityriasis, mpuanneHna ot Pityrosporum orbiculare (u3BectHa orie karo Malassezia

furfur).

11. Vime na nexapcrenus npoaykt: MEDEXOL 0,1 % eye drops, solution

INN/AB: Dexamethasone

[Moka3zanus: JleueHne Ha MOJAATINBY HA CTEPOUIHA TEPAITHSI, HCMH(PEKIINO3HH U aJIEPIHIHU ChCTOSHUSI
Ha KOHIOHKTHBATA, POTOBHUIIATa WM TMPEAHHS CErMEHT Ha OKOTO, BKIIFOUHMTEIHO IOCT-OINEPATHBHO
BB3IAICHHE.

12. Nme Ha nekapctBenus npoaykt: OLMEZIDE TRIO 20 mg/5 mg/12,5 mg film-coated tablets
INN/AB: Olmesartan medoxomil, amlodipine and hydrochlorothiazide

[Tokazanusa: IlpoayktsT cbabpkar Olmesartan medoxomil, Amlodipine besilate wu
Hydrochlorothiazide u e moka3aH 3a jedeHre Ha €CEHIMATHA XUIIEPTOHHSL.

JloGaBbuHa Tepanus

Onmesup Tpuo e mokaszaH MpHu BB3PACTHU MALMEHTH, IPU KOUTO BHCOKOTO apTEPUATHO HAJISITAaHE HE
ce KOHTpoiHpa Jo0pe oT KOMOMHAIMATA OJIMECapTaH MEIOKCOMIUI M aMJIOJUINH, MPUEeMaHu KaTo
¢duKkcupana 1BoitHa KOMOMHAIINS.

3aMecTUTEeNHA Tepanus

Onmesnp Tpuo e moka3zaH KaTo 3aMECTUTEIIHA TePANHs IPH Bb3PACTHU MALMEHTH, YUETO apTEPHATHO
HaJsiTaHEe c€ KOHTpoiHupa a0o0pe OT KOMOMHAIusATa OJMecapTaH MEJOKCOMUJI, aMJIOJUIHNH U
XUIPOXJIOPOTHA3U], IpUeMaHu KaTto (uKcHpaHa JBOMHA KOMOHMHAIMs (0JMecapTaH MEIOKCOMMI U
aMJIOJTUIIMH WM OJIMECapTaH MEIOKCOMMJI M XUAPOXJIOPOTHA3U[]) U OTAEIHA JIeKapcTBeHa (opMma
(XUOpOXJIOPOTHA3HL WIH aMJIOJUIIUH).

13. Nme Ha nexapctBenus npoaykt: OLMEZIDE TRIO 40 mg/5 mg/12,5 mg film-coated tablets
INN/AB: Olmesartan medoxomil, amlodipine and hydrochlorothiazide

IToxazanus: IIponykTsT chabpka Olmesartan medoxomil, Amlodipine besilate u Hydrochlorothiazide
U € M0Ka3aH 3a JICYeHNE Ha €CeHIIMaIHa XUIIEPTOHMUSL.

Jlo6aBbYHA Tepanus

Onmesnp Tpuo e mokaszaH Mpu BB3PACTHU MAIMEHTH, TP KOUTO BUCOKOTO apTepHAITHO HAJISTaHE He
ce KOHTpoJMpa A00pe OT KOMOMHALUATa OJIMecapTaH MEAOKCOMUI M aMJIOJIUIIUH, MPUEMaHU KaTo
¢ukcupaHa 1BoiiHa KOMOMHAIHSL.

3aMecTUTeIHA Tepanus

Onmesnp Tpuo e moka3zaH KaTo 3aMECTUTEIIHA TepaIysl IPH Bb3PACTHU MAUEHTH, YHETO apTePHATHO
HaJIATaHe Cce KOHTpoJHpa J00pe OT KOMOMHAIUATa OJMEecapTaH MEJOKCOMMJI, aMJIOAMIIUH U
XUIPOXJIOPOTHA3U], pUeMaHu KaTo (uKcHpaHa JBOMHA KOMOHMHAIMs (OJMecapTaH MEIOKCOMMI U
aMJIOJTUIIMH WJIM OJIMECapTaH MEIOKCOMMI U XMIPOXJOPOTHA3M]) U OTJeNHa JeKapcTBeHa (opma
(XUIpOXJIOPOTHA3H/L WM aMJIOJUIIUH).

14. Vime nHa nexapctBenus npoaykt: TROMBYE 100 mg tablets

INN/AB: Cilostazol

IToxazanus: Tpombaii e moka3an 3a mogoOpsiBaHe HA MAaKCUMAJIHOTO M 0€300JI€3HEHO pa3CTOSHUE MIPU
XOJICHE TPH TMAIMEHTH C WHTEPMHUTCHTHO KJIAayJHWKaIlMo, KOUTO ca 0e3 Ooika B TOKOW u 0e3
JI0Ka3aTescTBa 3a HeKpo3a Ha nepudepuute Thkanu (Il craguii mepudepna aprepuanna 6o1ect 1o
®DoHTEH).

Tpombaii e npenHa3zHaueH 3a ynorpeba KaTo CpeicTBO OT BTOpA JIMHUS HA MAIIMEHTH, IPU KOUTO
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MIPOMEHUTE B HAUYMHA Ha KUBOT (BKJIFOUUTEIHO CIIMPAHE Ha TIOTIOHOMYIIEHETO U KOHTPOJIUPAHH
nporpamu 3a GU3NYECKH YIPAKHEHHS) U JPYTH MOAXOISAIIN HHTEPBEHIIMY HE ca IOBEIH J10
JOCTaThUHO MOA0OpsIBAHE HA CAMITOMUTE HA MHTEPMHUTEHTOHO KJIAyTUKAaIIKO.

15. Vime na nexapcrBenus npoaykt: ZIADEX 180 mg film-coated tablets

INN/AB: Deferasirox

[Tokazanus: JleueHre Ha XpOHUYHO CBPBXHATPYIIBAHE HA JKEJISA30 MOPAIN YeCTH KpbBonpenuBanus (77
ml/kg/mecen; epuTpoliMTHA Maca) MpU MAMEHTH ¢ O0eTa TajaceMus Malop Ha BB3pacT Ha W Haa 6
TOJIHH.

Ziadex € TOKa3aH CBIIO 3a JICYCHHWE HA XPOHUYHO CBPBXHATPYIBAaHE Ha JKEJISI30 TOPaau
KPBBOTIPEIMBAHUS, KOTATO JICUCHUETO ¢ JeepoKCaMUH € MPOTUBOIIOKA3aHO WM HEAOCTATHYHO MPH
CIICJIHUTE TPYITH MAIUCHTH:

- TIpY TIeJUATPUYHM TAIMEHTH ¢ OeTa TajJlaceMHsi Malop ChC CBPBXHATPYIBAHE Ha HKEISA30 MOPaTU
yecTu KpbBonpenuBanus (?7 ml/kg/mecen eputpouinTHa Maca) Ha Bb3pacT OT 2 10 5 TOANHH,

- IpH BB3PACTHU | TICIUATPUYHU MAIMEHTH C OeTa TalaceMusi Maliop ChC CBPBXHATPYIIBAHE HA XKEIIA30
nopajy Hedectu KpbBompenuBanus (<7 ml/kg/mecer; epuTporuTHa Maca) Ha Bb3pacT 2 TOAMHH U
noBseye,

- IPH BB3PACTHU M NIEIUATPUYHH TAIIMEHTH C APYT'H BUOBE aHEMHUHU HA BB3PACT 2 TOJUHH U TIOBEYE.
Ziadex e mOKa3aH CBINO 32 JICYCHWE HAa XPOHUYHO CBPBXHATPYIBAHE Ha MKEJNA30, M3HCKBAIIO
XeJaTupaiia Tepamus MpH MaueHTH CbC CUHIPOMH Ha HETPAaHC(PY3MOHHO-3aBUCHMA TaJaceMHs Ha
Bb3pacT 10 roguHM M TOBEYe, KOTATO JICYCHHETO ¢ jaedepoKcaMuH € MPOTHBOIOKA3aHO WU
HE3a/I0BOJIUTEITHO.

16. Vme na nexapcrBenus npoaykt: ZIADEX 360 mg film-coated tablets

INN/AB: Deferasirox

[Tokazanus: JleueHre Ha XpOHUYHO CBPBXHATPYIBAHE HA JKEJIA30 MOPaN YeCTH KpbBonpenuBanus (77
ml/kg/Mecer epuTpolliTHa Maca) MpHU MalMEeHTH ¢ 0eTa TajaceMus Maillop Ha Bb3pacT Ha U Hax 6
TOJIMHU.

Ziadex e moOKa3aH CBIIO 3a JICYEHHE HAa XPOHUYHO CBPBbXHATPYNBaHE Ha JKENA30 MOpaau
KPBBOMPEIUBAHUS, KOTAaTO JIEUEHUETO ¢ AehepoKcaMuH € MPOTUBOIOKA3aHO WM HEAOCTATHhYHO MPH
CJIETHUTE IPYIH MALUEHTH:

- TpY MeJUATPUYHH MAIMEeHTH ¢ 0eTa TajaceMHsi Mallop ChC CBPBXHATPYIBAHE Ha HKEINSA30 MOpaau
yecTH KpbBonpenuBanus (77 ml/kg/mecer] eputporiuTHa Maca) Ha Bb3pacT OT 2 JI0 5 TOJIUHH,

- IpU BB3PACTHU U TIeIUaTPUYHU MAIMEHTH ¢ OeTa TallaceMusi Maliop ChC CBPbXHATPYIBAHE HA XKEIsA30
nmopaau He4yecTH KpbBompenuBanus (<7 ml/kg/Mecen epuTporuTHa Maca) Ha Bb3pacT 2 TOJAWHHU U
IIOBEYE,

- IPY BB3PACTHH U METUATPUYHH MAIIUEHTH C IPYTH BUIOBE aHEMHUHU HA BH3PAcCT 2 TOJUHU U TTOBEYE.
Ziadex e mMOKazaH ChHINO 3a JIEYCHHE HAa XPOHWYHO CBPBXHATPYIBAHE Ha JKEINsA30, HM3UCKBAIIO
XelaTupalla Tepanus MpH MalueHTH ChC CUHIPOMHU Ha HeTpaHC(y3MOHHO-3aBHCHMa TajaceMHs Ha
Bb3pacT 10 roguHM M TOBeYe, KOTaTo JIEYCHHETO C JAedepoKCaMUH € MNPOTHBOIIOKA3aHO WIIU
HE3aJI0BOJIUTEIHO.

IV. JlekapcrBen(u) npoaykr(un), kanauaarcream(u) 3a IPOMSIHA na pa3penenue 3a ynorpeoa

V. JlekapcrBen(u) npoaykt(u), kanauaarcream(u) 3a IPYTO

1. Wwme na nexapctenus npoaykr: STRONAX 0.5 mg tablets
INN/AB: Colchicine
[Tokazanus: [IpoaykTsT chabpika Colchicine u e mokasan npu:
Br3pactan
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- CTpoHakc e MoKa3aH 3a JIe4eHHEe Ha OCTPU MPUCTHIIN Ha MoAarpa.

- CTtpoHakc € mokazaH 3a Mpo(duiIaKTHKAa Ha TPUCTHI HA ToJarpa Mo BpeMe Ha 3all04BaHE Ha
MOHM>KABaIla YpaTUTe (AHTUXUIIEPYPUKEMUYHA) Teparusl.

Bb3pacTHu v mequaTpuYHM MAlUEHTH

Crponaxc e nmokazan npu @ammiina CpeauzemaoMmopcka Tpecka (Familial Mediterranean Fever, FMF)
3a Mpo(uiIakTUKA Ha IPUCTHIN U MIPEIOTBPATIBAHE HA aMIJION103a.

Kagmnnarcrsa 3a: [IPOMSHA

[Tpomenn: B.1.6.a (C.1.6.a) [Ipomsna(u) B TepaneBTnuyHo(1) nokasanue(s)/]o6aBsiHe Ha HOBO WM
W3MEHEHHE Ha Beue onobpeHonokazanue-Tun Il - /[o6aBaT ce 1Be HOBU TEpaeBTHUYHU MOKA3aHUS
(7meueHue HA OCTBP U PELUAMBHPAIL] TICPUKAPIUT U TPEBEHIIMS HAa KOPOHApHA 0O0JIECT HA CHPIIETO).
JlekapcTBeHHAT MPOAYKT € nokIaaBaH Ha 3acenanue Ha KJIIT 1/19.01.2026.
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