KJIIT Ne 8/18.09.2023

M3ITBJIHUTEJIHA ATEHIUA 110 JIEKAPCTBATA

KOMUCHA 3A JIEKAPCTBEHH ITPOAYKTHU

IMPOTOKO.I

Ha 3aceqanme Ne 8/18.09.2023

l. YnenoBere Ha KJIII nexapupar jaunca Ha KOHQJIMKT HA MHTEPECH M IJ1aCyBaT 0 BCAKA

TO4YKAa OT /lHEeBHUS pe.

. JlekapcrBen(n) npoaykr(u), kanauaarcream(u) 3a PASPEHIEHUE 3A YIIOTPEBA
/PETUCTPALUSA no 4wi.35/ 4n.37 or 3JIIIXM/ PASILINPSABAHE HA OBXBATA HA PY no
HALMOHAJIHA Npoueaypa.

1.INN/AB: Brimonidine tartrate

[Toxazanwms: [IpogykTsT chabpxka brimonidine tartrate U € mokasaH 3a HaMaJIsiBaHE HA MOBHIIEHOTO
BbTpeouyHo Haysirane (BOH) npu nmanueHTy ¢ OTKpUTOBIbIHA [NIAYKOMa UM OYHA XUIIEPTEH3US.

- Kato mMoHoTepamusi mpu HamMeHTH, NP KOUTO € MPOTHUBOMOKA3aHa JIOKAaJHA Tepamnus ¢ Oera-
OJI0KepH.

- Karo mombnHMTENHA Tepamus KbM JIPYTH JEKApCTBEHH MPOAYKTH, MOHIKABAIIA MOBHIICHOTO
BBTPEOYHO HaJsiraHe, korato neiaesoto BOH He ce moctura camo ¢ €1H JIEKapCTBEH MPOIYKT (BXK.
Touka 5.1).

Pexum Ha otmyckane: [1o nekapcko npeanucanue

Pemenne: [lpuema ce MOJOKUTETHO CTAHOBHINE M CE€ NPENOpPHUYBA M3JaBaHE HA pa3pelieHHe 3a
ynoTpeoa.

2.INN/AB: Hypromellose

[Toxazanus: IpoaykTbT chabpka hypromellose u e moka3aH Kato JTyOpHKaHT M U3KYCTBEHA ChJI3a MIPU
CHUMIITOMAaTUYHO JICUCHUEC Ha JACXUApaTallid Ha pOroBHUIaATa U KOHIOHKTHBATA.

Pexxum Ha OTITYCKaHC: bes JICKApCKO MpeAITNCaHne

Pemenue: Ilpuema ce MOJOKUTETHO CTAHOBHUILE W CE€ MPENoOpbyYBa M3JAaBaHE Ha pa3pelieHue 3a
yrotpeba.

3.INN/AB: Simeticone

[Tokazanus: [IpoayKTHT ChABPKA Simeticone U € MoKa3aH:

- 3a CHMIITOMAaTHYHO JICUECHHUE HA CTOMAIIHO-YPCBHU OIVIAKBAHUSA, CBbP3aHU C I'a30BC, KaTO HAIIPHUMEDP
METEOPU3HM, (IIATYICHITHUS.

- Karo namarHOCTMYHO CpeACTBO 3a KOpemMHaTa o0JacT, HampuMmep TpH PeHTreHorpadcko u
yJITPa3ByKOBO M3CJE/IBAHE.

- Karo Cp€ACTBO 3a IpEMAaxXBaHE Ha IIsIHA IMTPU MHTOKCHUKAIIUK C TCH3UIH.
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KJIIT Ne 8/18.09.2023

Pexxum Ha oTimyckane: bes siekapcko npeanucanue
Pemenue: Ilpuema ce MOJOKUTETHO CTAHOBHUILE M CE MPENOPbHUYBA HU3JABAHE HA pas3pelICHUE 3a

ynotpeoa.

4.INN/AB: Cefoxitin

[Tokazanus: [IponykTsT chabpika cefoxitin (as cefoxitin sodium) u € moka3aH 3a JieueHHe Ha CIACTHUTE
WH(EKINH, TPUIUHEHHN OT YYBCTBUTEIHUA KbM IEOKCUTHH MHUKPOOPTaHU3MHU:

- WHdexnuu Ha TOJHUTE JUXATCITHH IBTHIIA;

- Wudeknnn Ha TCHUTATHUAS TPAKT MPH KCHU;

- WHdexnun Ha MTUKOYHUTE ITHTHINA;

- Wudekunn Ha KOCTUTE U CTaBHUTE;

- WHdeknun Ha Ko)KaTa U MEKHTE ThKaHHU;

- WNuTpaabpoMuHanau HHDEKIINH;

- CenTunemus;
- 3a mpex- W TEpHOINEpaTHBHA MPO(PHIAKTHKA HA TMANUCHTH, MPU KOUTO C€ MpHIarar
XUPYpPrudecKu WHTEPBCHIINH - raCTPOMHTECTUHAJIHU, YpUHApPHU, TMHEKOJIOTHYHU

(BarmHamHa/abOMUHAIHA XHCTEPEKTOMHUS, L€3apOBO CEYCHHE), KOMUTO MOrar Ja JOBenaT [0
BB3HHMKBAHE WJIM OTEHIIMAIHA OMIACHOCT OT UH(EKIINS.

TpsbBa nma ce B3emar mnpeaBUA O(HIMATHUTE PHKOBOACTBA 3a MpaBWIHA yIOTpeda Ha
aHTHOAKTEepUAIHU CPECTBA.

Pexxum Ha otniyckane: [1o nexkapcko npeanucanue

Pewenue: [lpuema ce MONOKUTETHO CTAHOBHUILE M C€ MPENOpPbYUBA W3/JaBaHE HA pa3pelieHue 3a

ynotpeoa.

5.INN/AB: Cefoxitin

[Toxazanus: [TpogykTsT chabpxa cefoxitin (as cefoxitin sodium) u € mokaszaH 3a JJe4yeHUE Ha CIETHUTE
MHQEKIUH, TPUIMHEHU OT YyBCTBUTEIIHU KbM HE(POKCUTUH MUKPOOPTaHU3MHU:

- WHdexnun Ha TOTHUTE JUXATEITHH IHTHIIA;

- WNHdexun Ha reHUTaIHNS TPAKT IpU JKEeHU;

- WNudexnun Ha MUKOYHNUTE ITHTHUINA;

- WNHdekun Ha KOCTUTE U CTaBUTE;

- WHdexnun Ha Ko)KaTa 1 MEKUTE ThKaHU;

- HuTpaabaoMuHanHu UHDEKINH;

- Cenruiemus;
- 3a mpea- W TepHOINEepaTHBHA MNpOQUIAKTHKA HA TMAalMeHTH, NMPU KOUTO Ce Mpuiarar
XUPYPTrUICCKH WHTEPBECHIINH - racTPOMHTECTUHATHH, YpUHAPHH, THHEKOJIOTUYHU

(BarmHanmHa/abOMUHANIHA XUCTEPEKTOMHUS, 11€3apOBO CEUYEHHE), KOMTO Morar ja JoBeJIaT [0
BB3HUKBAHC WUJIN IIOTCHIIMAJIHA OIIaACHOCT OT I/IH(l)eKIII/IH.

TpsbBa na ce B3emar mpeaBUA OQHUIMATHUTE pPBHKOBOACTBA 3a MpaBUIHA yIoTpeba Ha
aHTHOAKTEepUaIHU CPEJCTBA.

Pexum Ha otnyckane: ITo nexkapcko npeanucanue

Pemenne: [lpuema ce MOJIOKUTENTHO CTAHOBMIIE M CE€ IPENOpPbUBA M3JaBaHE HA pa3pelleHHe 3a
yrotpeba.

1. JlekapcTBen(u) mpoaykr(u), kanauaarcream(u) 3a [IOJHOBSIBAHE na pa3pemenue 3a
ynorpeda 1mo HalMOHAJIHA NpoLeaypa.
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1.Mme (cBoGoHO M30pano) Ha ekapcTBerus npoaykr: KETOROLAC VISION 5 mg/ml eye drops,
solution

INN/AB: Ketorolac

[Tokazanus: [TpoaykTsT chabpxka ketorolac trometamol u € mokaszaH mpu Bb3pacTHU 3a MPOQUITAKTHKA
Y HaMaJlsIBaHE Ha BH3MAJICHUETO U CBBP3aHUTE C HEro CUMIITOMH CIIE/I OTIepaIlHs Ha OUHTE.

Pemenue: Ilpuema ce TMOJNOXKUTENHO CTAaHOBHUINE M C€ NpEnopbuBa OE3CPOYHO MOAHOBSBAHE Ha
paspenieHueTo 3a ynorpeoa.

2. Nme (cBobGomHO m30pano) Ha jekapctBenus npoaykt: KETOFLEX 50 mg/ml solution for
injection

INN/AB: Ketoprofen

[Tokazanust: KeronpodeH e HecTeponHO NPOTUBOBB3MAIUTEIHO JIEKAPCTBO C IIPOTHBOBB3MAIUTEIICH,
aHAJTEeTUYCH U aHTUIUPETUYCH CPEKT.

[lpunara ce 3a oOnekyaBaHe Ha Ooikara TPH HAKOM OOJKOBM CHHAPOMH M 32 JICUCHHE Ha
BB3IAINUTEIHH, IETCHEPATUBHE U META0OIUTHU PEBMATUYHH 3a00JIIBAaHHSL.

[Tokazanus 3a npunoxenue Ha KetoFLEX 50 mg/ml solution for injection:

bonka:

- IOCTONepaTHBHA 0OJIKa;

- 0oJIe3HEHA MEHCTpPYAaIHS;

- Ooska B pe3yiTaT Ha KOCTHH TYMOPHHU METacTasH;

- IOCTTpaBMaTU4Ha OOJIKa.

PeBmarnunu 3a001s1BaHus:

- PeBMaTOHJICH apTPHT;

- CEpOJIOTMYHO HETaTHBEH CHOHAWIOAPTPHUT (QHKWIIO3HMpAI CIOHAWINT, NCOPUATHYEH  apTpHT,
pEaKTUBEH apTpUT);

- mojiarpa, rceBoNoIarpa;

- OCTE€0APTPHT;

- U3BBHCTABEH PEBMATU3bM (TEHAWHHT, OYPCUT, KAalICYJIUT HA PaMOTO).

Pemenne: Ilpuema ce TMONOXHUTENHO CTAaHOBHUINE M C€ TNpEnopbuBa OE3CPOYHO TOAHOBSBAHE Ha
paspelieHrneTo 3a ynorpeoa.

3. me (cBOOOHO M30paHo) Ha ekapcTBenus npoaykt: MEMOTROPIL 1200 mg powder for oral
solution

INN/AB: Piracetam

[Tokazanus: [IpoayKTHT ChABPIKA AKTUBHO BEIIECTBO piracetam U ca MmokaszaH Mpu:

Br3pactau 3a:

- CUMITOMAaTHYHO JICYEHUE Ha TICUXOOPTaHWYEH CHUHAPOM ChC CJIEIHUTE TMPOSBH: HapylleHHWE Ha
nmaMeTTa, HApYUICHUA Ha BHUMAHHUECTO U JIMIICA HA MOTUBAIH,

- IeYeHNEe HA KOPTUKAJICH MHOKIIOHYC, CAMOCTOSATEITHO UM B KOMOWHAIIHS;

- JICYCHHE Ha BEPTHUTO M CBBP3aHUTE C HETO HAPYIIICHHS, C M3KIIFOUCHHE Ha 3aMassHOCT OT BA30OMOTOPEH
WJIH TICUXWYEH TIPOU3XO/I;

- IpoUIIaKTHKA U PEMHCHS Ha ChbPIIOBUAHO-KJIEThYHA Ba30-0KIy3UBHA KpH3a.

Hema 3a:

- JIeYECHUE Ha JIMCIIEKCUSI B KOMOWHAIINSI C TOBOPHA TEpamusi;

- npoUIIaKTUKA U PEMHCHS Ha ChPIIOBUAHO-KIEThYHA Ba30-OKIy3HMBHA KPH3a.

Pemenue: Ilpuema ce MOJOXKHTEIHO CTAaHOBUINE M CE€ TPEMOpPhYBa OE3CPOYHO TOJHOBSBAHE Ha
paszpelieHueTo 3a ynorpeoa.
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4. Nme (cB0OOIHO M30paHo) Ha aekapcTBeHus nmpoaykt: MEMOTROPIL 2400 mg powder for oral
solution

INN/AB: Piracetam

[Tokazanus: [IpoyKTHT ChABPIKA AKTUBHO BEIIECTBO piracetam U ca mokas3aH Mpu:

Bb3pacthu 3a:

- CHMIITOMATHYHO JICUCHUE HAa TICUXOOPTaHWYEH CHHJAPOM ChC CICIHUTE MPOSBH: HApPYIICHUE HA
nameTTa, HapyIIeHHUs] HA BHUMaHUETO U JINIICAa HA MOTUBAIUS;

- IeYCHNE HA KOPTUKAJICH MHOKIIOHYC, CAMOCTOSITETHO WJIM B KOMOMHAIIHS,;

- JIeYEHUE Ha BEPTUTO U CBHP3aHUTE C HETO HAPYILIEHUs, C U3KIIIOUEHUE HAa 3aMasHOCT OT Ba30MOTOPEH
WJIH TICUXWYEH TIPOU3XO/I;

- IpoHUIIaKTHKA U PEMHCHS Ha ChbPIIOBUAHO-KIEThYHA Ba30-0KIy3UBHA KPH3a.

Heua 3a:

- IeYCHUE Ha JIMCIIEKCUsl B KOMOMHALIMS C TOBOPHA Teparius;

- MpoUIIaKTUKA U PEMHCHS Ha ChPIIOBUIHO-KIEThYHA Ba30-OKIy3MBHA KPH3a.

Pemenue: Ilpuema ce MONOXKUTENHO CTAHOBUINE U CE€ MpEnopbhbuBa OE3CPOYHO IMOAHOBSIBAHE Ha
pa3pelieHueTo 3a yrnorpeoa.

5. ime (cBoOOHO M36pano) Ha nekaperBenus npoaykt: NEXETIN 20 mg gastro-resistant capsules,
hard

INN/AB: Duloxetine

[Tokazanus: HexceTHH e rmokasaH 3a JISUeHHEe Ha YMEPEHa JI0 TeXKKa CTPeC MHKOHTHHEHIIUS Ha ypUHATA
(CHY) npu >xeHu.

HekceruH e mokas3aH npu Bb3pacTHHU.

Pemienune: Ilpuema ce IMOJIOKUTEIHO CTAHOBHINE M C€ TpEnopbuBa OE3CPOYHO IMOJHOBSIBAHE Ha
paspenieHueTo 3a ynorpeoa.

6. me (cB0OOIHO M30pano) Ha ekapcTBenus mpoaykt: NEXETIN 40 mg gastro-resistant capsules,
hard

INN/AB: Duloxetine

[Tokazanus: HexceTHH e rmokasaH 3a JISYeHHEe Ha YMEPEHa JI0 TeXKa CTpec MHKOHTHHEHIINS Ha ypruHaTa
(CY) npu xeHH.

HekcernH e mokas3aH 1nmpu Bb3pacTHHU.

Pemenwne: Ilpuema ce MONOXUTENHO CTAHOBUINE W CE€ MpEnophbuyBa OE3CPOYHO MOAHOBSIBAHE HA
paspenieHneTo 3a ynorpeoa.

7. Nme (cBOOOAHO M30paHo) Ha jekapctBeHus npoaykt: OLMEZIDE 20 mg film-coated tablets
INN/AB: Olmesartan medoxomil

[Moka3zanus: JleueHre Ha €CCHIMAIHA XUTICPTOHHUSL.

Pemenue: Tlprema ce TONOXKHUTEIHO CTAHOBHIIE M CE MPEMOpPhYBa OE3CPOYHO IMOTHOBSIBAHE HA
pa3pelieHreTo 3a ynorpeoda.

8. Nme (cBoOOmHO M30paHo) Ha nekapctBeHus npoaykT: OLMEZIDE 40 mg film-coated tablets
INN/AB: Olmesartan medoxomil

[Tokazanus: JIeueHue Ha eCEHIIMAIIHA XUTIEPTOHMUS.

Pemenue: Ilpuema ce MOJNOXUTEIHO CTAaHOBHUINE M c€ MpenopbyBa O€3CPOYHO IMOAHOBSBAHE Ha
paspelIeHneTo 3a ynorpeoa.
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9. Nme (cBOOOIHO M30pano) Ha snekapctBeHus npoaykt: PACLITAXEL BULGERMED 6 mg/ml
concentrate for solution for infusion

INN/AB: Paclitaxel

[Tokazanus: KapuuHoMm Ha SsSHYHULIATE:

[TakmuTakcen e MoKa3aH 3a MbPBA JIMHUS HA JICUCHUE HA KAPIIMHOM Ha SIMYHUIIUTE B KOMOMHAIIHS C
LUCIUIATHH IIPU MAMEHTH ChC 3a00JIsIBaHe B HAMpeHAl CTaAuN WM ocTaThyeH TymMop (> 1 cm) cien
JarmapoTOMHusl.

[TaknmuTakcen e moka3aH 3a BTOpa JIMHUS Ha JICYeHHE Ha METaCTaTHUeH KaplIMHOM Ha SHYHUIIUTE Cie]l
HEyCIIeTHA CTaHJapTHA Tepanus ChbC CheMHCHUS, KOUTO ChIBPIKAT TUIATHHA.

Kapuunom Ha repaara:

[TaknuTakcen € TMOKa3aH KaTo AJIOBAaHTHO JICUCHHE Ha KapIMHOM Ha T'bpJaTa ChC 3aciraHe Ha
nuM(HUTE BB3IM ciel JedeHue ¢ aHTpanukiaus/mukinodochamua (All). ATOBAaHTHOTO JICUCHUE C
MaKJIMTaKCeN TPAOBa 1a ce OOMUCIN KaToO aJITepHATHBEH BapUaHT Ha MPOIBIDKUTENHO JieueHue ¢ ALl
[TaknuTakcen e Moka3aH KaTo I'bpBa JIMHUS HA Tepamusl Ha JIOKAJHO aBaHCHpAJl WM METacTaTHYeH
KapIIMHOM Ha ThpJaTa B KOMOWHAIMS C AHTPANMKIMH MPH TMAlUEHTH, MPH KOUTO JICYCHUETO C
aHTPALMKIUH € MOKa3aHO, WM B KOMOMHALMS C TpacTy3ymald MpU MAalMEeHTH, KOUTO EKCIpecHpar
npexkomepHo HER2 upe3 ”MyHOXHCTOXMMHYHU METOIM Ha HUBO 3 +, ¥ aKO JICYCHUETO C aHTPAIMKIIHH
HE € TIoKa3zaHo (BwkTe Touka 4.4 u 5.1).

[TaknuTakcen e moka3aH Karo €IWHCTBEHO CPEACTBO 3a JICYEHHWE HAa METAacTaTHYeH KapUWHOM Ha
rbpAaTa MpH MAlHUEeHTH Clie]] HeyCHellHa CTaHAapTHa Tepamus C aHTPALUKIMH WM MPU KOUTO
TepanusiTa ¢ aHTPALMKIIMH HE € MTOKa3aHa.

HenpebHoknerbueH 6enoapoOeH KapimHOM B HAIIPEHAN CTaIHiA:

[Taknurakcen B KOMOMHALIMS C IUCIUIATHH € TTOKa3aH 3a JICYCHHE Ha HeAPEeOHOKIIEThYECH 0eoapoOeH
kapuuHoMm (HJKBK) npu nmanueHTH, KOUTO HE ca KaHIUAATU 32 €BEHTyallHa Omepalus 3a JICUeHHe
W/WIN PEHTTeHOTEPAITHsI.

Csbp3an cbe CIIMH capkom na Kanomu:

[TaknuTakcen e moka3aH 3a JiedeHME Ha MallMeHTH ¢ aBaHcupas cBbp3aH cbec CIIMH capkom Ha
Kanomm (CK), koeTo jeueHue ce € mpoBaIIIO MPEAN TEPANUsITa C JIUTTO30MEH aHTPAMKIIHH.
Pemenne: Ilpuema ce TMONOXHUTENHO CTAaHOBHUINE M C€ TNpEnopbuBa OE3CPOYHO TOAHOBSBAHE Ha
paspelieHrneTo 3a ynorpeoa.

10. me (cBoOOHO M30paHo) Ha sekapcTBenus npoaykt: SPASMOPHARM 500 mg/mi+2 mg/ml+
0,02 mg/ml solution for injection

INN/AB: Pitofenone and analgesics

Ilokazanus: IIponykrsT ChABPKA metamizole sodium monohydrate+pitofenone
hydrochloride+fenpriverinium bromide u e nokasan 3a KpaTKOTpaliHO CUMIITOMAaTHYHO JIEYEHHE Ha
OCTPH, YMEPEHO CWJIHU J0 CUJIHHM OOJKHM NpH Cla3MU Ha IJIaJKaTa MYCKyJaTypa Ha BBTPEIIHUTE
OpraHu:

- CTOMAIIIHU WM YPEBHU KOJIUKH;

- 0bOpEeYHU KOJIHMKH MpU HEPPOIUTHA3A,

- CIACTUYHA JMCKUHE3US Ha ¥IIbYHUTE ITbTHILA;

- ICMEHOpes..

Pemenue: Ilpuema ce MONOXKUTENHO CTAaHOBHUINE M C€ MpPEnopbuBa OE3CPOYHO MOJHOBSBAHE HA
paspelIeHneTo 3a ynorpeoa.

11. Ume (cBoGOaHO M30paHo) Ha jekapctBeHus mpoaykr: SOMAZINA 1000 mg oral solution in
sachet

INN/AB: Citicoline
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IToxazanus: [IpoayKThT CbAbpKAa CUTUKOIUH KaTO CUTUKOJIMH HATPUN U € IIOKA3aH IIPU:

- JIeYeHHEe Ha UHCYAT B OCcTpa (pa3a u HEBPOJIOTHUHU ITOCIIEACTBHUS;

- JICYCHHE HAa MO3bYHA TPaBMa 1 HEBPOJIOTHYHU TOCIIEICTBUS;

- JICYECHUE Ha KOTHUTUBHU W IIOBEJCHYECKM HAPYLICHUs BCIEACTBUE HA XPOHHUYHU CBAOBU H
JiereHepaTUBHU MO3bYHH 3200 IsIBaHMSL.

Pemenue: Ilpuema ce MOJIOKUTENHO CTAHOBUINE M CE IPENOpPbUYBA OE3CPOUHO IHOIHOBSIBAHE HA
paspelIeHneTo 3a ynorpeoa.

12. me (cBOOOIHO M30paHo) Ha JekapcTBeHus npoaykt: SPASMOBLOC D 500 mg/ml + 5 mg/ml
oral drops, solution

INN/AB: Pitofenone and analgesics

[Tokazanus: [IpoaykTsT chabpka metamizol sodium monohydrate + pitofenone hydrochloride u e
MOKa3aH 32 CHMITOMATHYHO JIEYCHHE Ha CJIa00 WM yMEPEHO U3pa3eH OOJIKOB CHHJIPOM, CBbP3aH ChC
CIIa3MH Ha IJIaJIKaTa MyCKyJlaTypa Ha BhTPEIIHUTE OPTaHH:

- CTOMaIIlTHU 1 YPEBHH KOJIMKH,

- XonenuTHasa v CrlacTUYHA JIUCKUHE3Us Ha XITbUYHUTE ITBTHIIA,

- brOpeunn komuku mpu HePO- WM YPETEPOIMTHA3A; BH3NAIUTEITHH 3200/ IsIBaHUS HA TUKOYHHUTE
BTUIIA, TIPOTHYAIIY C OOJIKA U IU3YPUIHH CMYIICHUS;

- JlucmeHnopes.

[Tomxomsiiy € 32 MOCTUTaHe Ha CIIa3MOAHAIITE3HsI IIPEIIU HITU CIIe]T MHCTPYMEHTATHH U3CIICIBAHUS U 32
KOHTPOJI Ha OOJIKaTa I MAJIKA XUPYPTHIHU TPOEAYPH.

Pemienune: Ilpuema ce MOJIOKUTEIHO CTAHOBHUINE M C€ TpenopbuBa OE3CPOYHO IMOJHOBSIBAHE Ha
paspenieHueTo 3a ynorpeoa.

13. me (cBoOomHo u3bpano) Ha nekapctBenus npoaykr: THIOPENTAL PANPHARMA 1 g
powder for solution for injection

INN/AB: Thiopental

[Toxa3zanwms: TuomeHTal e moka3aH 3a BbBEXK/IaHE U MOIbPKaHEe B 001112 aHECTE3HS, 32 CAMOCTOSITEITHO
WHTPABEHO3HO TPUJIOKEHHE 32 BBHBEXKJIAaHE B aHECTE3USl MO BpeME Ha KPaTKOTPAWHU XUPYPrHUHU
MpOIeTypH, 3a JOMbIBAIl epeKT KbM JAPYTH aHECTETHIIM W 332 BHBEXKIAHE B XHMITHO3a 10 BpeMe Ha
OanmaHCcHpaHa aHeCTe3Wsl B KOMOMHAIIMS C aHANTETULIA UM MYCKYJTHU pellakcaHTH. THOMEHTal MOXe
Jla ce Tpujiara ChIl0 ¥ B KOMOWHAIMS C ONMOWIHN aHAJITETHIIM M a30TeH OKCHJI 3a MOJIbp)KaHe Ha
aHecTe3Ms MPH MPOIBIDKUTEIHU MPOLEIYPH, 3a CeJalus M0 BpeMe Ha KPATKOTPaHU XUPYPTUYHU
OTIepalny, TUAarHOCTUYHH TPOLIECYPH WIIA PETHOHAITHA aHECTE3HsI IPH Bh3PAcTHH.

- KparkotpaitHa ymoTpeba 3a KOHTpOJHMpaHE Ha KOHBYJICUBHH CHCTOSHHUS MO BpEME WU CIEN
WHXaJaTOpHA MJIH JIOKAJTHA aHECTE3HUS;

- JleyueHne Ha TOBHINIEHO WMHTPAKpPAaHMATHO HasTaHEe MO BpeMe Ha MPUIOKEHHE Ha JIETIUBU
AQHECTETHIIM M TIPH CBBP3aHU CHCTOSHUS (CHHIPOM Ha Peil, MO3bUYEH OTOK WJIM TEXKa TpaBMa Ha
riiaBara u Jip.).

- V3pppiiBane Ha HapKOAHAJIHM3a MPH ICUXUIHN HAPYIICHUS;

- [IpeBenIus Ha MO3bKA OT XUTIOKCHS M UCXEMHSI CIel MO3BYHU OTIEPaIluU H JIp.

Pemenne: Ilpuema ce TMOJNOXKHUTEHO CTAaHOBHUIIE M C€ MpErnopbuBa OE3CPOYHO TOIAHOBSBAaHE Ha
paspelieHrueTo 3a ynorpeoa.

14. Vime (cBOOOIHO M30paHo) Ha tekapcTBenus npoaykt: TADALACON 20 mg film - coated tablets
INN/AB: Tadalafil
[Tokazanus: JleueHne Ha epeKTUIHA TUCHYHKIUS IPU BB3PACTHU MBXKE.

3a n1a 0b1e Taganadui eheKTUBCH 3a JICUCHUE HAa ePEeKTUIIHA AUCHYHKIIHSI, CE U3UCKBA CEKCyalTHa
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CTUMYJIALHSL.
Tapanakon gunmupanu TabIETKH HE ca MOKa3aHM 3a yroTpeda OT JKEeHH.

Pemenne: Ilpuema ce IMOJIOKUTETHO CTAaHOBHINE M CE€ MPENOpPHYBAa OE3CPOYHO IOAHOBSIBAHE HA
paspeleHueTo 3a ynorpeoa.

15. Nme (cBoGOaHO n36pano) Ha nekapcrBenus mpoaykt: TADALACON 10 mg film - coated tablets
INN/AB: Tadalafil

[Toka3zanus: JleueHne Ha epeKTHIHA TUCHYHKIHS IIPH BB3PACTHUA MBIKE.

3a na Obae Taganadui epeKTUBEH 3a JICYCHUE Ha ePEeKTUITHA JUC(YHKIIHS, Ce N3UCKBA CEKCyaTHa
CTUMYJIALHUSL.

Tapanakon guamupanu TabIETKH HE ca MOKa3aHM 3a yroTpeda OT JKEeHH.

Pemenue: Ilpuema ce MOJNIOKHUTETHO CTAHOBHIIE M CE IPENOpbYBa OE3CPOYHO IOTHOBSIBAHE Ha
pa3peleHneTo 3a ynorpeoa.

IV.  JlekapcrBeHn(n) mponykr(u), kanauaarcreani(u) 3a [IPOMSIHA na pa3peimeHue 3a
ynorpebda

1.1me (cBoOOHO M30paHo) Ha iekapcTBenus nmpoaykT: DOLTARD 30 mg prolonged-release tablets
INN/AB: Morphine

[Tokazanus: Jledenue Ha cuiiHa XpOHUYHA OOJIKA.

Kannunarcrsa 3a: [IPOMSIHA

[Ipomenu: B.1.4 (C.1.4) Ilpomsna(u) B KpaTkara xapakTepucTHKa Ha IPOAYKTA, JTAHHUTE BBPXY
OMAaKOBKUTE WJIM JHMCTOBKAaTa BbB BpPb3KAa C HOBH JaHHU 3a KayeCTBOTO, MNPEIAKIMHUYHUTE U
KIMHUYHUTE JaHHW WM JaHHUTE 3a JekapcTBeHa Oe3omacHocT-Tum II - AkTyanusupane Ha
npoaykroBata uHpopmarus (KXII u JIII) B chOTBETCTBUE C aKTyaluM3HpaHa OCHOBHa (pupmMeHa
nHdopmanus 3a 6e3onmacHoct Company Core Data Sheet (CCDS v.6.0).

Pewmenue: IIpuema ce

2. me (cBOoOOMHO M30paHo) Ha jekapctBenus npoaykr: EFFERALGAN 80 mg suppositories
INN/AB: Paracetamol

[Tokazanus: CUMITOMATHYHO JICUCHUE HA OOJKH C JIEK JO YMEPEH UHTCH3UTET W/WUiu Ha (eOpuitHu
ChCTOSTHUSL.

Kaunmunarcrsa 3a: [IPOMSIHA

ITpomenn: B.1.4 (C.1.4) IIpomsiHa(n) B Kparkara xapakTepucTHka Ha HpPOAYKTa, JAHHUTE BBPXY
OMAaKOBKUTE WJIM JIMCTOBKaTa BbB Bpb3Ka C HOBU JaHHM 3a KAayeCTBOTO, NPEIKIUHUYHUTE U
KIMHUYHUTE JaHHU WIK JaHHUTE 3a JekapcTBeHa OezomacHocT-Twum Il - Axryanusupane Ha KXII u
JIIT B chOoTBETCTBHE C HAcTOsIaTa BEpPCHS HAa OCHOBHaTa (GupmeHa WHGOpMaIus 3a 0€30MacHOCT
Company Core Data Sheet (v10).

Pemenue: Ilpuema ce

3. Ume (cBOoOOmHO M30paHo) Ha jekapcTBenus npoaykt: EFFERALGAN 300 mg suppositories
INN/AB: Paracetamol

[Tokazanus: CUMITOMATHYHO JICYCHUE HA OOJIKM C JICK 0 YMEPEH UHTCH3UTET W/Win Ha (HeOpmHu
CHCTOSIHUS.

Kannunarctsa 3a: [IPOMSIHA
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IIpomenu: B.1.4 (C.1.4) Ilpomsna(n) B KpaTkara xapakTepucTMka Ha HPOAYKTA, JAHHUTE BBPXY
OMAaKOBKUTE WJIM JHUCTOBKaTa BHB BPB3KAa C HOBU JaHHHW 3a KAayeCTBOTO, MPEIKIMHUYHHUTE U
KIIMHAYHUTE JaHHU WM JaHHUTE 3a JiekapcTBeHa Oe3omacHocT-Tum Il - Axkryanusupane Ha KXIT n
JIIT B chOTBETCTBHE C HACTOSAIIATa BEpCHs HAa OCHOBHATa (pupMeHa wHQOpMaIHs 3a 0e30MacHOCT
Company Core Data Sheet (v10).

Pemenue: IIpuema ce

4. Nme (cBoOomHO m30pano) Ha nekapctBenus npoaykr: EFFERALGAN 150 mg suppositories
INN/AB: Paracetamol

ITokazanus: CHMOTOMATUYHO JIeYeHHE Ha OOJIKU C JIEK 10 YMEPEH MHTEH3UTEeT W/Win Ha (HeOpuiiHu
CbCTOSIHUS.

Kagmnnarcrsa 3a: [IPOMSHA

IIpomenu: B.1.4 (C.1.4) Ilpomsna(u) B Kparkara XapakTepucTUKa Ha IMPOIYKTa, JAHHUTE BBPXY
OIIAKOBKUTE WJIM JIMCTOBKaTa BbB BPb3Ka C HOBU JaHHM 3a KA4eCTBOTO, NPEAKIUHUYHUTE U
KJIMHUYHUTE JIaHHU WIN JaHHUTE 3a JiekapcTBeHa Oe3zonacHocT-Tum II - Axryanusupane Ha KXII u
JIIT B chOTBETCTBHE C HACTOsIIAaTa BEpcUsl Ha OCHOBHATa (upMeHa mHopmauus 3a 0e30IacHOCT
Company Core Data Sheet (v10).

Pemienue: Ilpuema ce

5. me (cBOOOIHO M30paHo) Ha siekapcTBenus npoaykt: METIZOL 5 mg tablets

INN/AB: Thiamazole

[Tokazanms: IlpomykTbT chappka thiamazole m e mokasaH 3a JiedeHHE HAa THPEOTOKCHKO3a,
BKJIIOYBAIIO:

- KoHcepBaTHBHO j€ueHne Ha THPEOTOKCUKO3a, 0COOEHO NP MaJiKa WM JIMIICBAIA Iylia.

- Jleuenue Ha Bcuuku GOpMH Ha TUPEOTOKCUKO3a MPEIN XUPYPrus Ha MIMTOBUIHA KIIe3a.

- JleueHue Ha TUPEOTOKCHKO3a, OCOOCHO MpY MAIMEHTU C TEXKa TUPEOTOKCUKO3a, IPEeIn Tepanus ¢
PaaMOaKTUBEH MOM.

- [IpexoaHo neueHne Ha THPEOTOKCUKO3a CIIE]] Tepanusl C paAuOaKTUBEH HOI;

- [IpodunakTryHO eueHre Ha MAIMeHTH ChC CYOKIMHUYHA THPEOTOKCUKO3a WIIM aBTOHOMHH aJICHOMU
Ha IIMTOBU/IHATA 7KJI€3a, UJTU [IPU aHAMHE3a 32 THPEOTOKCHUKO3a, MPer HEM30€KHO N3JIaraHeTo Ha HoJl
(Hamp. u3cnenBaHe ChC CHABPIKAILIO WO KOHTPACTHO BEILIECTBO).

- XUNEepPTUPEOU U BM.

Kannunarcrsa 3a: [IPOMSIHA

IIpomenu: B.1.4 (C.1.4) Ilpomsna(u) B KpaTkara xapakTepucTuka Ha HPOAYKTa, JTaHHUTE BBPXY
OMAaKOBKUTE WM JHMCTOBKAaTa BbB BpPb3KAa C HOBH JAaHHU 3a KayeCTBOTO, MPEIKIMHUYHUTE H
KIMHUYHUTE JaHHW WM JaHHUTE 3a JekapcTBeHa Oe3omacHocT-Tum II - AkTyanusupane Ha
npoaykroBata uHdopmanus (KXIT u JIIT) B chOTBETCTBHE C HacTosIIaTa BepcHs Ha OCHOBHATA
¢bupmena nadopmarus 3a 6e3omacHocT - Company Core Data Sheet (CCDS) Version May 2023.
Pemenue: IIpuema ce

6. me (cB0OOIHO M30pano) Ha jekapctBeHus mpoaykt: TRILEPTAL 150 mg film - coated tablets
INN/AB: Oxcarbazepine

[Tokazanus: Trileptal e moka3an 3a JiedeHHe Ha TAPHUAIHA TPUCTBIM C WIA 0€3 BTOPUYHO
reHepaIM3upaHd TOHUYHO-KJIOHUYHU I'bPYOBE.

Trileptal e mokaszan 3a ynorpeba KaTo MOHOTEpANUs WM JOMBIHUTEIHO Tepanus Npu Bb3PaCTHU U
7ena HaJl 6 TOAMIIHA Bh3pacT.

Kagmnnarcrsa 3a: [IPOMSHA
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IIpomenu: B.1.4 (C.I.4) Ilpomsana(u) B Kparkara XapakTepucTUKa Ha MPOAYKTa, AAHHUTE BBPXY
ONIAKOBKUTE WJIM JIMCTOBKaTa BbB BpPb3Ka C HOBU JaHHM 32 KAaueCTBOTO, NPEIKIUHUYHUTE U
KIIMHAYHUTE JaHHU WM JaHHUTE 3a JiekapcTBeHa Oe3omacHocT-Tum Il - Axkryanusupane Ha KXIT n
JIIT B crotBercTBUE ¢ Core Data Sheet (CDS v.3.0 ot 19.06.2023 r.) u Basic Patient Leaflet (BPL
v.3.0), monkpeneno ot Clinical Overview, Manku peJakiiMoOHHH TpoMeHH B TekcToBeTe Ha KXIT u JII1,
cBbp3anu ¢ npoMeHu B CDS v.3.0 u BPL v.3.0, kouto He ca cBbp3aHu ¢ 0€30I1aCHOCTTA, C L€
XapMOHHU3UPaHE TEKCTa Ha OBJIrapcKu €3MK Ha ChOTBETCTBAIIMTE YaCTH B MIPOIyKTOBaTa HHGOpMaIus
Ha Tpunentan ¢punmupanu tadbnetku u Ha Tpunenrtan nepopanHa cycrensus u B JIII e akryanusupan
CHUCHKBT ChC CUMIITOMH Ha MPEIO3UPAHE B T. 3, KAKTO U HEXKETAHUTE PEaKIMU U ChOTBETHUTE UM
YeCTOTH B T. 4 3a cboTBeTCTBUE ¢ MHPopManusaTa B KXII.

Pemenue: IIpuema ce

7. Ume (cBoOOIHO M30pano) Ha siekapctBenus npoaykT: TRILEPTAL 300 mg film - coated tablets
INN/AB: Oxcarbazepine

[Tokazanusa: Tpunenrtan € MmokasaH 3a JEUYCHHE Ha TMapIUAIHU MPUCTHIU ChC WKW 0€3 BTOPUYHO
reHepalu3upanu

TOHUYHO-KJIOHUYHU T'bPYOBE.

Tpunenrtan e nokaszas 3a ynorpeda KaTo MOHOTEpAIus WIN JOIIBIHUTEIHA Tepanusi Ipu Bb3PACTHU U
Jena HaJ 6-ToAMIlHA Bb3pacT

Kannunarcrsa 3a: [IPOMSIHA

[Ipomenu: B.1.4 (C.1.4) Ilpomsna(u) B KpaTkara xapakTepucThKa Ha MPOJAYyKTa, JAHHUTE BBPXY
OMAKOBKUTE WM JHUCTOBKaTa BBbB BpPb3Ka C HOBU JaHHH 3a KAayeCTBOTO, NPEIKIUHUYHUTE U
KJIMHUYHUTE JIaHHU WIN JaHHUTE 3a JiekapcTBeHa Oe3zonacHocT-Tum II - Axryanusupane Ha KXII u
JIIT B cvotBercTBUE ¢ Core Data Sheet (CDS v.3.0 ot 19.06.2023 r.) u Basic Patient Leaflet (BPL
v.3.0), moakperneno ot Clinical Overview, Maku peJakinoHHE TpoMeHH B TekcToBete Ha KXIT u JITI,
cBbp3anu ¢ npomenu B CDS v.3.0 u BPL v.3.0, kouto He ca cBbp3aHu ¢ 0€30MacHOCTTa, C LeJ
XapMOHHU3UpPaHE TEKCTa Ha OBJIrapCKu €3MK Ha ChOTBETCTBAIIMTE YaCTH B MPOLYKTOBAaTa HH(GOpMaIus
Ha Tpunenrtan ¢punmupanu Tadnetku u Ha Tpunentan nepopanHa cycnensus u B JIII e akryanusupan
CHHUCHKBT ChC CUMIITOMH Ha MPENO3UPAHE B T. 3, KAKTO U HEXKEJAHUTE PEaklUu U ChOTBETHUTE UM
4eCcTOTH B T. 4 32 choTBeTCTBHE ¢ HHpopMarusaTa B KXII.

Pemenue: Ilpuema ce

8. Nme (cBobOaHO M30pano) Ha nekapctBenus npoaykt: TRILEPTAL 600 mg film - coated tablets
INN/AB: Oxcarbazepine

ITokazanus: Tpunentan e mokazaH 3a JieU€HHE Ha MapLUUAIHU MPUCTHIM ChC WIH 0€3 BTOPHUYHO
reHepalu3upaHd TOHUYHO-KJIIOHUYHU I'bPUOBE.

TpunenTan e nmokasaH 3a ynorpeda KaTro MOHOTEpaIHs WK JOI'bJIHUTEIHA TEPaNus IPH Bb3PaCTHU U
Jena HaJ 6-ToAMIlIHA Bh3pacT

Kannunarcrsa 3a: [IPOMSIHA

[Ipomenu: B.1.4 (C.1.4) Ilpomsna(u) B KpaTkara xapakTepucTHKa Ha MPOJIYKTa, JAHHUTE BBPXY
ONIAKOBKUTE WJIM JIMCTOBKaTa BbB BpPb3Ka C HOBU JaHHM 32 KAaueCTBOTO, NPEAKIUHUYHUTE U
KJIMHUYHUTE JIaHHU WIK JaHHUTE 3a JiekapcTBeHa 6e3onacHocT-Tum Il - Axryanusupane Ha KXII u
JIIT B crotBercTBUE ¢ Core Data Sheet (CDS v.3.0 ot 19.06.2023 r.) u Basic Patient Leaflet (BPL
v.3.0), moakpeneno ot Clinical Overview, Maiku penakiimoHHu nmpomeHu B TekctoBete Ha KXIT u JIIT,
cebp3anu ¢ npomenu B CDS v.3.0 u BPL v.3.0, xouto He ca cBbp3aHU C OE30MACHOCTTA, C LI
XapMOHHU3UPaHE TEKCTa Ha OBJITapCKu €3MK Ha ChOTBETCTBAIIMTE YaCTH B MPOIYKTOBaTa HH(GOpMaIus
Ha Tpunentan punmupanu TadbneTku u Ha Tpunenrtan nepopanHa cycnensus u B JIII e akryanusupan
CHHUCHKBT ChC CUMIITOMH Ha MPEIO3UpPaHE B T. 3, KAKTO U HEXKEJAHUTE Peakluu U ChbOTBETHUTE UM

4eCTOTH B T. 4 3a cboTBeTCTBUE ¢ HH(popMmanusaTa B KXII.
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Pemenue: Ilpuema ce

9. Nme (cBOoOOIHO M30paHo) Ha snekapcTBenus npoaykt: TRILEPTAL 60 mg/ml oral suspension
INN/AB: Oxcarbazepine

[lokazanusa: JledeHne Ha mapHuajlHU I'bPYOBE ChC WIM 0€3 BTOPUYHO I'€HEpAIM3UPAaHU TOHUYHO-
KJIOHNYHU rbpyoBe. Trileptal e mokazan 3a mpuiokeHHEe KaTO MOHOTEpaIvs WX JOMbIHUTEIHA
Tepanusi MpH Bb3PACTHU U Jiela HaJl 6-roiuIIHa Bb3pacT.

Kagmnnarcrsa 3a: [IPOMSHA

IIpomenu: B.1.4 (C.I.4) Ilpomsna(u) B Kparkara xapakTepucTuka Ha HPOAYKTA, JAHHUTE BBPXY
OMAaKOBKUTE WJIM JIMCTOBKaTa BbB Bpb3Ka C HOBU JaHHM 3a KAayeCTBOTO, NPEIKIUHUYHUTE U
KIMHUYHHUTE TaHHU WIK JaHHUTE 3a JekapcTBeHa O6e3onmacHocT-Tun Il - Akryanusupane va KXII u
JIIT B cvotBercTBHE ¢ Core Data Sheet (CDS v.3.0 ot 19.06.2023 r.) u Basic Patient Leaflet (BPL
v.3.0), moakpernieno ot Clinical Overview, Manku pegakiimoHHu poMeHH B TekcToBere Ha KXIT u JITI,
cebp3anu ¢ npomeHd B CDS v.3.0 u BPL v.3.0, kxouto He ca cBbp3aHH ¢ 0€30MAaCHOCTTA, C &
XapMOHHU3UpPaHE TeKCTa Ha OBJITAPCKHU €3MK HA ChOTBETCTBALINTE YACTH B MPOYKTOBATa MHPOPMALIUS
Ha Tpunenrtan ¢unmupanu Tadnetku u Ha Tpunentan nepopanHa cycnensus u B JIII e akryanusupan
CHUCHKBT ChC CUMIITOMH Ha IPEIO3UPAHE B T. 3, KAKTO U HEXKEJAHUTE PEAKLUU U CbOTBETHUTE UM
4ecTOTH B T. 4 3a choTBeTCcTBHE ¢ MHGopManusaTa B KXII.

Pemenue: Ilpuema ce
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