KJIIT Ne 7/24.07.2023

M3ITBJIHUTEJIHA ATEHIUA 110 JIEKAPCTBATA

KOMUCHA 3A JIEKAPCTBEHH ITPOAYKTHU

JTHEBEH PEJ

Ha 3aceqanme Ne 7/24.07.2023

l. Jexnapupane ot wieHoBere Ha KJIII u ot excneprure u3BbH cberaBa Ha KJIII Ha Bceknu
NMOTEHIHAJIeH KOH(IHUKT HAa HHTEPeCH 110 OTHOLIECHHE HA BCAKA TOYKA OT IHEBHUSA pPe/l HA

KJIII.

1. JlekapcrBen(n) npoaykr(u), kanauaarcream(u) 3a PASPEILIEHUE 3A YIIOTPEBA
/PETUCTPALUSA no wi.35/ win.37 or 3JIIIXM/ PASHINPSABAHE HA OBXBATA HA
PY no Hanuonanna npoueaypa.

1.INN/AB: Timolol, combinations

HOKEBaHI/ISII HOHI/I)KCHI/IG Ha B"I)TPGO‘IHOTO HaJIsITaHE HpI/I B’I)3paCTHI/I IMIAOQuCHTU C OTKpI/ITO’bI"I)JIHa
rIaykoMa Wik O4Ha XHUIICPTCH3US, KOUTO CC IMMOBJIMABAT HEAOCTATBYHO OT JIOKAJIHU 66T a-6n0KepH nin
npocTrarjlaHAMHOBU aHAJIO3U.

Hauwuu Ha MMPUIIOKCHUC. OYHO

2. INN/AB: Cefpodoxime

[Toxazanus: Leprnonokcum e 6akTeprLInIeH aHTUOMOTHK OT rpynara Ha 11edaioCOpUHUTE, aKTUBEH
cpeury mMUpoK crekTbp I'pam-orpunatennu u ['paM-nonoxxutenHn Mukpoopranusmu. Llegpnono moxe
Ja ce MPWIOKU Npeau HISHTU(UIMPAHETO HAa NAaTOreHa WJIM CJe/l ONpe/esiHETO Ha Heromara
YYBCTBUTETHOCT KbM LEPIIOJOKCUM.

[Toka3aH e 3a jje4yeHHe Ha CIeTHUTE HHPEKIUH, IPUIMHEHN OT MUKPOOPTaHU3MH, YyBCTBUTEIHU KbM
nedmomokcum:

WNHudexnun Ha TOpHUTE AUXATETHHU IBTUIA, BKIOUUTEIHO CHHY3HUT.

[Ipn TOH3WIMT W (apuHTUT LEPNOAOKCHUM € pe3epBEeH AaHTUOMOTUK, KOWTO ce mpuijara mpu
peLMIUBUPAIIN UM XPOHUYHU MH(EKINU WIK NPU UHPEKIUH, TPUUNHEHU OT MUKPOOPTaHU3MH, 32
KOUTO € M3BECTHO Y€ Cca PE3UCTEHTHH MJIM CE€ OYaKBa Ja ca PE3UCTEHTHH KbM YECTO M3MOJI3BAHUTE
AHTUOMOTHIIH.

Wndexunu Ha TOTHUTE AUXATENHU IBTHUINA, BKIIFOYUTEIHO OCTHP OPOHXUT, PELUAUB HIIK 000CTpSHE
Ha XpOHHYEH OPOHXUT U OaKTepHaHa MHEBMOHUSI.

Nudexnnn Ha 6B0pennTe 1 THKOYHUTE TBTHUINA, BKIFOYUTEIHO IIUCTUT U OCTHP MUETOHEePPUT.
WNudexnun Ha KoXkaTa 1 MEKUTe ThKaHM, KaTo aOcIiecH, LeTylIuT, MHQEKTUpaHu paHH, GypyHKYIH,
(GONMKYIUTH, TAPOHUXHUS, KapOYHKYIIU U S3BHU.

I'oHOpes - HEYCII0)KHEH TOHOKOKOB YPETPUT.
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3.INN/AB: Tiotropium bromide
[TokazaHus: mpencTaBiIsiBA OpPOHXOAWUIATATOP 3a MOIABPIKALIO JICYEHHE 3a OONeKyaBaHE Ha
CUMIITOMUTE TIPH MAIMEHTH ¢ XpPOHUYHA 0OCTPYKTHBHA OenoapoOHa Gosect

4.INN/AB: Silicones

[Tokazanus: [IpoayKThT chabpika simeticone U € oKa3aH:

- 3a CUMIITOMATHUYHO JICUCHHUC HA CTOMaH_IHO-‘IpeBHI/I OIlNIaKBaHUs, CB’bpSaHI/I C ra3oB¢€, KaTo Haan/IMep
MeTeopHu3bM, BaTyICHITUS.

- Karo pamarHocTH4HO CpencTBO 3a KopeMHaTa oOJacT, HampuMmep NpHU peHTreHorpadcko u
YJITPa3BYKOBO HU3CJIEABAHE.

ITokazaH 3a nena HaJ 6 TOJUHU FOHOILIU U Bb3PacTHH.

5.INN/AB: Silicones

[Toxazanwms: [IpogyKThT ChabprKa simeticone U € moKasaH:

- 3a CHUMNTOMAaTHYHO JIEYCHHWE HA CTOMAIIHO-YPEBHHM OIUIAKBAHHSA, CBBP3aHH C Ta30BE KaTo
METEOPH3bM HJIH MTOBUIICHO 00pa3yBaHe Ha ra3oBe.

- 3a CHUMNTOMAaTHYHO JICYCHHWE HA CTOMAIIHO-YPEBHHM OIUIAKBAaHHS, CBBP3aHM C Ta30BE KaTo
METEOPH3bM HJIH MOBUIICHO 00pa3yBaHe Ha ra30Be CJIe]] ONepaluy.

- Karo muarnocTndHo cpeacTBo 3a KopeMHaTa o0nacT (Harmp. 3a HaMaJlsiBaHe Ha Ta30BUTE CEHKU IPU
peHTreHorpadcko, yITpa3ByKOBO, CHIOCKOIICKO M3CICIBAHE MM Karo jJ00aBKa KbM KOHTPACTHATA
Marepusi).

[TokasaH 3a KbpMaueTa, Jiela, FOHOIIU U Bb3PaCTHH.

6.INN/AB: Heparin

[Tokazanus: [IpoaykThT chabpka xenapuH HaTpuil (heparin sodium) u e mokasas 3a:

- [Ipodunaktrka Ha 1BIOOKA BEeHO3HA TpoMOo3a 1 6enoapoOHa eMOos;

- Jleuenne Ha abI0OKA BEHO3HA TpoMO03a U OenoapoOHa emMO0musi, HecTabuiIHAa aHTHHA TIEKTOPUC U
ocTpa nepudepHa apTepuaiHa OKIy3Hs;

- [Ipodunakruka Ha mprcTeHHa TpoM0O03a ciell HH(PapKT Ha MUOKap/a;

- [Ipu excTpakopriopanHa HUPKyJalMs U XeMOUATN3a.

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

1. me (cBoOOaHO M30pano) Ha sekapctBenus: npoaykt: ULTRAVAS 40 mg film-coated tablets
INN/AB: Rosuvastatin

ITokazanus: JleueHne Ha XUNIEPXOJIECTEPOIIEMUS

Bw3pacTHu, Mitaexu U ena Ha WK HaJl 6-TOJIMIIHA Bb3PacT ¢ MbPBUYHA XUIIEPXO0JIECTEPOIEMHUS (TUIT
Ila, BKJIIOUMTENHO XETEPO3UTOTHA (paMMUIIHA XHUIEPXOJIECTEPOJEMHsI) WM CMECEHA JUCIUIUICMUs
(tun 1Ib) xaro nob6aBka KbM JIueTaTa, KOraTo pe3yaTaThT OT AMETaTa U APYyru HedapMakoJIOTHYHU
MepKH (Harp. GU3nYecKH yrnpakHEeHHsI, HaMaJliBaHE Ha TETJIOTO) HE € 3aJI0BOJIUTEIIEH.

Xomo3uroTHa (aMuiaHa XUIEpXoJecTeposieMusi KaTto no0aBka KbM JHeTara, KakTo U C JIPyro
JTUMUIOTIOHMKaBao jJeuenue (Hamp. LDL-adepesa) uinu korato ToBa jJeueHHe HE € TIOIXOASIIIO.
[IpeBeHIMs HA CHPACUHO-CHIOBU CHOUTHS
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[IpenoTBparsiBaHe Ha TOJIEMHU CHPJICYHO-CHAOBU CHOUTHS MPH MALMEHTH, OLEHEHNU C BUCOK PHUCK 32
I'BPBO CHPJIEYHO-CHIOBO CHOUTHE, KATO JOMBIHEHNE KbM KOPUTUPAHETO HA APYTH PUCKOBU (PAKTOPH.

2. Nme (cBoOoaHO M30pano) Ha nekapcTBenus mpoaykt: ADIPAMOL ANTITUSSIVE JUNIOR 250
mg/100 mg/5 mg powder for oral solution

INN/AB: Paracetamol, combinations excl. psycholeptics

ITokazaHus: 3a KPaTKOCPOYHO CUMIITOMATUYHO JICYEHUE HA HACTUHKA U OCTPU PECIIMPATOPHU BUPYCHU
3a00JIsIBaHUs IIpu A€1a Ha Bb3PacT Ha/l 6 TOAWHH, ITPOTHUYAIIY C IIOBUIICHA TEMIICpATypa, FJ'IaBO6OJ'II/Ie,
OO0JIKH B I'bPJIOTO, XpEMa, KMXaHe, OTHAJHAIOCT, MYCKYJIHU OOJIKH U KaILIHIIA.

3. me (cBOOOaHO M30pano) Ha tekapcTBenus npoaykr: ADARA 80 mg film-coated tablets
INN/AB: Febuxostat

[Tokazanwus: JleueHre Ha XPOHUYHA XUTICPYPUKEMHSI IIPH CHCTOSHHUSI, IPU KOUTO BEUYE € HACTBHITUIIO
OTJIaraHe Ha ypaTH (BKIIOYUTEITHO aHAMHE3a WJIM HaJTMYue Ha TO(U W/UIIH MTOIarpO3eH apTPHT).
deOykcocTar € moKa3aH Ipu Bb3PacTHU.

4. Nme (cBoOomHO m30pano) Ha nekapcrBenus npoxaykr: ADARA 120 mg film-coated tablets
INN/AB: Febuxostat

[Mokazanust: dedykcocTaT e MoKa3aH 3a JICYCHHE Ha XPOHHUYHA XUIIEPYPUKEMUS TIPU ChCTOSHUSI, ITPU
KOUTO BEYE € HACTHITWIO OTJaraHe Ha ypaTtu (BKJIFOUUTEITHO aHaMHe3a WK HaJuuue Ha Tohu u/miu
MOAarpo3¢eH apTpuT).

deOycTan € mokasaH 3a MPEBCHIMS W JICYCHUE HA XUICPYPUKEMHs NPH BB3PACTHH MAIUCHTH,
MO/VIOYKCHU Ha XMMHUOTEpAIHs Ha XEMaTOJOIMYHHU 3JI0KAYECTBECHH 3a00JIsIBAHUS C YMEPEH JI0 BUCOK
puck ot Tymop-nusuc curapom (TJIC).

®deOykcocTar € noKa3aH Npu Bb3PacTHHU.

IV.  JlekapcrBeH(n) mponykr(u), kanauaarcreaui(u) 3a [IPOMSIHA na pa3peimneHue 3a
ynorpeoda

1. lme (cBOGOAHO N30paHo0) Ha tekapceTBenus npoaykt: EFFERALGAN 500 mg effervescent tablets
INN/AB: Paracetamol

[Toxazanust: CHMOTOMATUYHO JIEYeHHE Ha OOJIKM C JIeK 10 YMEPEH MHTEH3UTEeT W/Win Ha (HeOpHiIHU
CbCTOSTHUS.

Kannunarcrsa 3a: [IPOMSIHA

[Ipomenu: B.1.4 (C.1.4) Ilpomsna(u) B Kparkara XapakTepucTUKa Ha MPOIYKTa, AAHHUTE BBPXY
ONAKOBKUTE WU JIMCTOBKAaTa BBB BPB3Ka C HOBH JAHHM 3a KauyeCTBOTO, MPEIKIMHUYHHUTE U
KJIMHUYHUTE JIaHHU WIK JaHHUTE 3a JiekapcTBeHa 6e3onacHocT-Tum Il - Axryanusupane Ha KXII u
JIT1, B choTBeTCTBHE ¢ ocieaHaTa Bepcust Ha Company Core Data Sheet (V9/250¢t2022-28Nov2022).

2. Nme (cBoOOmHO m36pano) Ha yekapctBenus npoaykt: MADOPAR 100 mg/25 mg dispersible
tablets

INN/AB: Levodopa and decarboxylase inhibitors

ITokazanus: HapKI/IHCOHI/IS’bM- NIUOIIaTUYCH, HOCTCHI.[C(I)EUII/ITCH. HpeKapaHa HCBPOXUPYPIruicCKa
Oorcpanusa HE € IPOTUBOIIOKA3aHUE 3a MPUITOKCHNEC HA Manonap. HaHI/IeHTI/ITe, KOUTO CC€ HYXKIAAT OT

mo- OBP30 HAyaJl0 Ha JCHCTBUETO, HAIP, OOJIHU, CTPAJalld OT PaHHA CyTpEIlHA WM ClIeq00eIHa
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aKuHe3Ms, Wik KouTo nokassar "delayed on" unu "wearing off" siBieHus1, e mo- BepoATHO Ja UMaT
noj3a oT Majomnap Jucreprupaiy ce TabaeTKH.

Kagmnnarcrsa 3a: [IPOMSHA

IIpomenu: B.1.4 (C.1.4) Ilpomsna(u) B KpaTkara xapakTepucTMka Ha HPOAYKTA, JAHHUTE BBPXY
ONAKOBKUTE MU JIMCTOBKATa BBbB BPb3Ka C HOBU JIaHHU 32 KAdyeCTBOTO, IMPEIKIUHUYHHUTE U
KIMHUYHHUTE JaHHU WM JAaHHUTE 3a JieKkapcTBeHa 6e3omnacHocT-Tum 11 —

Axryanusupane Ha npoaykroBata napopmarnus (KXIT u JIIT) B ceorBercTBHEe ¢ Company Core Data

Sheet (CDS) Bepcus 9.0.

3. Ume (cBoOoaHO u3bpano) Ha jaekapctBeHus mpoaykr: MADOPAR 200 mg/50 mg tablets
INN/AB: Levodopa and decarboxylase inhibitors

[Tokazanus: [TapKMHCOHM3BM - UAMONATHYEH MOCTEHIEPAIUTEH; MPEAX0KIAlla HEBPOXUPYpPriudHa
MHTEPBEHIIMA HE € MPOTHBOIOKa3aHue 3a Madopar.

Kagmnnarcrsa 3a: [IPOMSHA

IIpomenu: B.1.4 (C.1.4) Ilpomsna(u) B KpaTkara xapakTepucTuka Ha HPOAYKTA, JAHHUTE BbPXY
OMAKOBKUTE WM JHUCTOBKaTa BBbB BpPb3Ka C HOBU JaHHH 3a KAayeCTBOTO, NPEIKIUHUYHUTE U
KJIMHUYHUTE JaHHU WM JaHHUTE 3a JiekapcTBeHa OezonacHocT-Tum 11 —

Axtyanusupane Ha npoaykroBara uHpopmanus (KXIT u JIIT) B ceorBeTcTBHEe ¢ Company Core Data
Sheet (CDS) Bepcus 9.0.

4. Nime (cB0OO1HO M30paHo) Ha tekapcTBenus nmpoaykt: MADOPAR HBS 100 mg/25 mg prolonged-
release capsules, hard

INN/AB: Levodopa and decarboxylase inhibitors

[Tokazanms: JleueHne Ha Bcuukd cTamuu Ha Oonecrra Ha Ilapkuucon. IlammenTtn ¢ daykryanuwu,
CBBbP3aHM C IUIA3MEHUTE KOHLEHTPALUX Ha JIEBOJOIA MJIU C BPEMETO Ha JO3UpaHe, Halp. BIOLIABAaHE
B Kpas Ha /1030Bus nepuoa uiu c off-edpextu, e mo-BeposaTHO 1a UMAT MOJ3a OT IPEMHHABAHE KbM
nedenue ¢ Madopar NBS.

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
KJIMHUYHWUTE JaHHU UM JaHHUTE 3a JekapcTBeHa 6e3onacHocT-Tum 11 —

AxTtyanusupane Ha npojaykroBara uapopmanus (KXIT u JIIT) B ceorBeTcTBHE ¢ Company Core Data
Sheet (CDS) Bepcus 9.0.

5. Nme (cBoOomHO m30paHO) Ha jekapctBeHus mnpoaykr: MEDULAC-WM 667 mg/ml syrup
INN/AB: Lactulose

[Tokazanus: 3a neyeHue Ha:

-KoHcTunanus, KosSTo HE MOXKE J1a C€ KOPUTHpA aIeKBaTHO Ype3 JUETA C LEITYJIO3HHU XPaHU U

Ipyry oOLIOTIPUETH MEPKU U TIpU 3a00JIIBaHUs, KOUTO M3UCKBAT YyJIeCHEHa AedeKarus.
-UepHoapoOHa eHuedanonarus. Jleduenue u npopuiakTuka Ha Y4epHOAPOOHA KOMA HITH

IpeKoma.

Kannunarcrsa 3a: [IPOMSIHA

[Ipomenn: IIpomsna B pexxnma Ha npeanucBane-Tun II - ITpomens ce pexxnma Ha otyckane ot "I1o
JIeKapcko npeanucanue’ Ha "be3 nexkapcko npeanucanue’.
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6. Nme (cBoOOmHO M30pano) Ha nekapcTBeHus npoaykt: ALCAINE 5 mg/ml eye drops, solution
INN/AB: Proxymetacaine

IMoxazanus: AJIKAVH ce nsnonsBa npu XUupypriauHu MpoLeaypy, MU3UCKBAIU Obp3a U KpaTKOTpaiiHa
MOBBPXHOCTHA AHECTE3Ms, BKIIOYUTENIHO Mperjiie M MaJKd XUPYPrHUYHU HHTEPBEHIIMU KaTo:
MOATOTOBKA 3a KaTapakTHAa EKCTpaklMs, OTCTpaHsSBaHE HAa KOHIM OT POTOBUIIATA, TOHOMETpPHS,
TOHHUOCKOMHMSI, OTCTPAHSABAHE Ha UY)KJIO TSJIO OT POrOBHIIATA, B3€MaHE HAa KOHIOHKTHBEH CEKpeT 3a
JUArHOCTUKA, KaKTO M TPHU BCSIKAKBU JIPYTM KpaTKU NPOLEAYypH, CBBP3aHU C pOTOBUIIATA U
KOHIOHKTHBATA.

Kanaunarcrsa 3a: [IPOMSAHA

[Tpomenu: B.1.4 (C.1.4) Ilpomsana(u) B KpaTkara xapakTepHCTHKa Ha MPOAYKTa, JAHHUTE BBPXY
OMAaKOBKUTE WM JHCTOBKAaTa BbB BpPbh3Ka C HOBH JaHHU 3a KauyeCTBOTO, MNPEIAKIMHUYHUTE U
KIIMHAYHUTE JaHHU WIA JaHHUTE 3a JiekapcTBeHa Oe3omacHocT-Tum Il - Axkryanusupane Ha KXIT n
JIIT B choTBETCTBUE C HACTOSIIATa OCHOBHA (hupMeHa uHdopmarms 3a 6ezomacHoct - Company Core
Data Sheet (CCDS) u npuBexxaaHe Ha IpoyKToBaTa HH(GOpMaIus B ChOTBETCTBUE ¢ akTyasrHust EC
QRD ma6:oH.
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