KJIIT Ne 4/24.04.2023

W3NBJHATEJTHA ATEHINS IO JIEKAPCTBATA
KOMMWCHS 3A JEKAPCTBEHU MPOAYKTH
JTHEBEH PEJ

Ha 3aceqaHue Ne 4/24.04.2023

l. Hexaapupane ot wienoBere Ha KJIII u or ekcnneprure n3BbH cberaBa Ha KJIII Ha
BCEKH MOTEHIHAJEeH KOHGIUKT HAa HHTEpecH MO OTHOIIEHHEe HA BCAKA TOYKA OT

aHeBHus pex Ha KJIIL.

1. JlexkapcrBen(n) mpoaykr(u), kanguaarcream(u) 3a PASPEHHIEHUE 3A YIIOTPEBA
/PETHCTPAIIUSA no 4in.35/ yn.37 or 3JIIIXM/ PASIHIUPSIBAHE HA OBXBATA
HA PY no nHanmoHa/iHa nmpoueaypa.

INN/AB: Rosuvastatin and acetylsalicylic acid

Ilokazanusd: 3a BTOPpHYHA IIPCBCHI WA Ha ChbpACYHO-CBbJA0BH C’b6I/ITI/I}I, KaToO 3aMCCTUTCIIHA TCPpaIIrs IIpH
BB3paCTHU IMMAOUCHTH, aACKBATHO KOHTPOJIHMPAHU C CKBUBAJICHTHU TCPAICBTUYHHU O03U OT
MOHOKOMITIOHCHTHUTE, IIpUCMaHH CAHOBPCMCHHO.

INN/AB: Rosuvastatin and acetylsalicylic acid

ITokazanud: 3a BTOpHWYHA NPEBCHIHA HA CHbPACUYHO-CbI0BU C”I)6I/ITI/I$I, KaTo 3aMCCTUTCIIHA TCpaluns Ipu
BB3pACTHU IMAIIUCHTH, aJACKBATHO KOHTPOJIIMPpAHU C CKBUBAJCHTHU TCEPAICBTUYHNU HO03U OT
MOHOKOMITOHCHTUTEC, IPpUEMAaHU CIHOBPEMECHHO.

INN/AB: Rosuvastatin and acetylsalicylic acid

IToxa3zanmus: 3a BTOpHUYHA NPECBCHIHA HA ChbPACUHO-CbIOBU C’[>6I/ITI/I}I, KaTO 3aMECTUTCIIHA TCpallnus Ipu
BB3paCTHU IMAaOUCHTH, aACKBATHO KOHTPOJHMpPAHU C CKBUBAJCHTHU TCPAICBTUYHHU O03U OT
MOHOKOMITOHCHTUTE, IPUEMaHU €ITHOBPECMCHHO.

INN/AB: Troxerutin

[Tokazanus:

- Obnex4yaBaHe Ha OTOKAa U CBBP3aHUTE C XPOHWYHATA BEHO3HA HEIOCTaThYHOCT CUMOTOMH (YMOpa,
TEXECT, MMoyBaHe U OOJKU B KpakaTa, KpaMIli, IapecTe3nu, "HEeMoYrBaIy Kpaka') KaTo JOoIbiIBalla
Tepanus KbM €JIaCTUYHO-KOMIIPECUOHHUTE YOPAallH;

- Bapuko3eH n1epmMaTuT; B KOMIUIEKCHATA TepaIns Ha BAPUKO3HU S13BH;

- 3a o0ex4aBaHe Ha CUMIITOMHTE TIPU XEMOPOUIH;

- B xommnekcHata Tepanus Ha TuMdenem 1 1uabeTHa peTUHONATHS.

I11. JlekapcTBen(n) npoaykr(u), kanauaarcream(u) 3a [IOJHOBSIBAHE na pa3pemenue 3a
ynorpeda 1mo HalMOHAJIHA MpoLeaypa.

1. Nme (cBoOomHO M30paHo) Ha sekapcTBenus npoaykt: FEBUXOSTAT PIL 80 mg film-tablets
INN/AB: Febuxostat
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ITokasanus: JleueHue Ha XpOHUYHA XUIIEPYPUKEMUs IIPU CBCTOSHUSA, IIPU KOUTO BEYE € HACTBIIWIO
oTJaraHe Ha ypaTH (BKJIIOYMTEIHO aHaAMHE3a WM HaJIMYue Ha TOGHU U/UIIH MOJJarPO3EH apTPHUT).

2. Nme (cBoOOmHO M30pano) Ha sekapcTBenus npoaykr: FEBUXOSTAT PIL 120 mg film-tablets
INN/AB: Febuxostat

ITokasanus: JleyeHue Ha XpOHUYHA XUIIEPYPUKEMHUs IIPU CHCTOSHUSA, IIPY KOUTO BEYE € HACTBIIUIIO
OTJIaraHe Ha ypaty (BKIIOYHUTEIIHO aHAMHEe3a HJIM HAJIMYUe Ha TO(QH M/WIK TOJarpo3eH apTpuT).

3. Nme (cB0GOaHO M30pano) Ha nekapcrBenus npoaykt: TENATAXIME 2 g powder for solution
for injection

INN/AB: Cefotaxime

[MToxazanwus: [IpoaykTsT chabpixka Cefotaxime 2g (kato 2,096 g Cefotaxime sodium) u e mokaseH 3a
JieYeHHEe Ha TeKKH MH(PEKINH, 33 KOUTO CE 3Hae WM CE OYaKBa Jia ca MPHUYMHEHU OT YyBCTBUTECIIHH
KBbM LE(POTAKCUM MHKPOOPTaHU3MH, BKIIFOYBAIIIH:

Wuekuu Ha TOJTHUTE AMXATECIHU MBTHIIA, OCTHP U XPOHHYCH OPOHXHT, OaKTepHaIHA THCBMOHWUS,
6enoapoben abcuec; MH(EKMM HAa MUKOYHUTE MBTUINA, HAIMP. OCTbP M XPOHWYCH MHEIOHE(DPHT,
LHCTHUT, ACUMIITOMATUYHA OakTepuypus; HeycnokHeHa TOHOpes TMpHU MALUCHTH, KOUTO ca
JICPrUYHMA KbM NCHUIWIMH WU MPH HAJTMYUE HA PE3MCTCHTHOCT KbM MEHULWINH; MHpeKkmu B
aKyIIepCTBOTO M rmHeKosorusara; MHdekun Ha opraHuTe B KOpEMHATa KyXWHa, HaIp. EPUTOHMUT;
Wudekunu Ha cTaBUTE M KOCTUTE, HAIP. OCTCOMHEIINT, CENTUYCH apTpuT; Hdekunun Ha koxara u
mekuTe Thkanu; Centunemusi; bakrepuanen menunrut; Engokapaur;

3a mpesjomnepatMBHa NPO(PHUIAKTHKA HA MAIUMCHTH, HA KOUTO KM NPEACTOM XHUPypruvecka
HUHTEPBEHIHS, KOSTO MOXE JI0 JIOBEIC 10 Bb3HUKBAHE MM MIOTCHIIMAIHA OIIACHOCT OT HWH(EKIHS.

4. Nme (cBobomHo m3Opano) Ha nekapcrBenus: npoaykT: BICACON 50 mg film-coated tablets
INN/AB: Bicalutamide
[TokasaHus: 3a JICYCHWE HA aBaHCHpPasl MPOCTATeH KapiuHoM B komOuHanus ¢ LHRH anamor wim
XMPYPrHYHA KaCTpaIusi.

5. Nme (cBoGomHo m30pano) Ha JyekapctBenus npoaykr: CEFTRIAXONE TENAMYD 500 mg
powder for solution for injection

INN/AB: Ceftriaxone

ITokazanus: LledTprakcoH e mokasaH 3a JIeYeHHE Ha CIEJHUTE WH(EKIUH NpU BB3pAcTHU U Jela,
BKJTFOYMTEITHO JJOHOCEHU HOBOPOJIEHU (OT MOMEHTA Ha PaXKIaHETO):

baktepuanaeH MEHUHTUT.

ITHeBMOHMS, TpUAOOHUTA B OOIIIECTBOTO.

[THeBMOHUS, TpHU100UTa B OOIHHULIA.

OcTbp cpeieH OTHT.

NuTpaabaoMuHamHu HHOEKITUH.

VYcnoxHeHn HHQEKIMY Ha TUKOYHUTE MBTUIIA (BKJIIOUNUTEIHO MTHETOHEPPUT).

WHdekun Ha KOCTUTE U CTaBUTE.

YcnoxxHeHn HHPEKITUN Ha KOCTUTE, KOKaTa M MEKUTE ThKaHH.

I'onopes.

Cudunmc.

bakrepuainen eH1oKap/uT.

Hedrpuakcon Moxe aa ce U3MOI3Ba:

3a neyeHne Ha 0OOCTPSHUS Ha XPOHUYHA OOCTPYKTHBHA OenoapoOHa 0oJecT npu Bb3PACTHH.

3a jedeHue Ha JUCEMHHMpaHa JlaiiMcka Oopenuo3a (panHa (craauu II) u kbeHa (ctanuum III) mpu
BB3PACTHH U JIel1a, BKIIOUYUTEITHO HOBOPOAEHHU Ha BB3PACT OT 15 qHM Harope.

3a mpenomnepaTuBHa MPOGUITAKTAKA HAa MH(EKIINU Ha OTIEPATUBHOTO MSICTO.

ITpu nedyenuero Ha manmueHTH ¢ GeOpHuiiHA HEYTPONEHHUs, 3a KOSITO ce€ IMOJI03Upa, Y€ Ce JBDKH Ha
OaxTepraniHa HHQEKIHS.
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[Ipu neueHneTo HA MAMEHTH ¢ OaKTepueMus, KOSTO Bh3HUKBA BBB BPB3Ka C HAKOS OT WH(EKIIMUTE,
130pOEHHU TIO-TOPE WITH CE MOI03MPa, Y€ € CBhP3aHa C HIKOSI OT TIX.

edTpuakcon Tps6Ba na ce mpuiara €JHOBPEMEHHO C APYrd aHTUOAKTEpPHAHU CPEICTBAa BUHATH,
KOTaTo BB3MOXKHHST CIIEKTHP HAa OaKTEpUATHUTE IPUYMHUTENN HE TI0Taa B HETOBHSI CIIEKTHP

6. Nme (cBoboano m3bpano) Ha jekapctBenus npoaykr: CEFTRIAXONE TENAMYD 1000 mg
powder for solution for injection

INN/AB: Ceftriaxone

[Tokazanus: LledTprakcon e mokasaH 3a JIeYeHHUE HA CICAHUTE MH(EKIUU MPHU BH3PACTHU M Jela,
BKJIFOYUTEIIHO JJOHOCEHU HOBOPOJIEHU (OT MOMEHTA Ha PaXKJaHETO):

bakTepuanen MEHUHTHT.

[THeBMOHUS, TPHI00UTA B OOIIECTBOTO.

[THeBMOHMS, Mpu100HMTa B OOJTHHIIA.

OcTbp cpeieH OTHT.

NHuTpaabaoMuHamIHy HHOEKIUN.

YcnoxxHeHn HHPEKIUN HAa TMKOYHUTE ITHTHINA (BKIIIOYUTEITHO MHETOHEPPUT).

WNudexunn Ha KOCTUTE U CTaBUTE.

YcnoxxHeHn HHPEKITUN Ha KOCTUTE, KOXKaTa U MEKUTE ThKaHH.

I'oHopes.

Cudwuuc.

bakTepuanen engokapauT.

[edTprakcoH MOKe J1a c€ U3IMOI3BA:

3a nedeHre Ha 0OOCTPSIHUS Ha XpOHUYHA OOCTPYKTHUBHA OenoapoOHa 601ecT mpu Bb3pacTHH.

3a jedeHue Ha JUCEMHMHMpaHa JlaiiMcka Oopenuo3a (panHa (ctaauu II) u kbena (craguu 1II) npu
BB3PACTHH U JIe1la, BKIIFOUUTEIIHO HOBOPOJEHH Ha BB3PACT OT 15 1HU Harope.

3a mpenomnepaTuBHa MPOMUITAKTHKA HAa MH(EKIINU Ha OTIEPATUBHOTO MSCTO.

[Ipu neuenueTo Ha manueHTH ¢ (QeOpHiiHA HEYTPONEHHS, 32 KOSTO Ce MOJ03Upa, Y€ ce ABIDKH Ha
OaxTepraiHa UHQEKIHs.

[Tpu nedyeHneTo Ha MAIMEHTH ¢ OaKTepHUeMus, KOSITO Bb3HUKBA BbB BPB3Ka C HAKOS OT MH(EKIUHTE,
M30pOCHM TIO-TOpE WK CE TIOJI03HPa, Ye € CBbp3aHa C HIKOS OT TSX.

IledTpuakcon TpsiOBa Ja ce mpuiara €IHOBPEMEHHO C JPYTrd aHTHOAKTEpUAIHU CpeJICTBA BUHATW,
KOTaTO BB3MOKHUST CIIEKThP Ha OaKTepUATHUTE IPUUMHNUTENN HE MOTaja B HETOBUS CIIEKTBP.

7. Ime (cBoOOmHO M30pano) Ha snekapcrBenus npoaykt: CEFTRIAXONE TENAMYD 2000 mg
powder for solution for injection

INN/AB: Ceftriaxone

IToxazanus: LledTprakcoH e mokasaH 3a JIeYeHHE Ha CIEJHUTE WH(EKIUH NpU BB3pacTHU U Jela,
BKJTFOYMTEITHO JJOHOCEHU HOBOPOJIEHU (OT MOMEHTA Ha PaXKIaHETO):

bakTepuaneH MEHUHTHT.

ITneBMOHMS, TPpUAOOHUTA B OOIIECTBOTO.

[THeBMOHUS, TpUI00UTa B OOIHHULIA.

OcTbp cpenieH OTHT.

WNuTpaabaoMuHaTHu HHDEKITUH.

VYcnoxHenn HHQEKIUKY Ha TUKOYHUTE MBTUIIA (BKJIIOUUTEIHO MTHUETOHEPPUT).

WHdekun Ha KOCTUTE U CTaBUTE.

YcnoxxHeHn HHPEKITUN Ha KOCTUTE, KOXKaTa U MEKUTE ThKaHH.

I'onopes.

Cudunmc.

bakrepuaineH eH1oKapuT.

Hedrpuakcon Mmoxe aa ce U3MOJI3Ba:

3a eyeHne Ha 0OOCTPSHUS Ha XPOHUYHA OOCTPYKTHBHA OenoapoOHa 0oJecT Npu Bb3PACTHH.
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3a nedeHue Ha JUCEeMHHHpaHa JaiiMcka Oopenuo3a (panHa (ctamuu II) m kbcHa (cramuu III) mpu
BB3PACTHH U JIE1la, BKIIFOUUTEITHO HOBOPOACHH Ha Bb3pacT OT 15 qHu Harope.

3a npeponepatuBHa NpoduIaKkTHKa HA HHPEKIIUN Ha ONEPAaTUBHOTO MSCTO.

[Tpu nedenueTo Ha mManueHTd ¢ GeOpriiHa HEYTPONEHHUs, 3a KOSITO C€ MOJ03Upa, Y€ CE JBIDKH Ha
OakTepuasHa HHPEKIIHSL.

[Tpu neyeHNeTO HA MAMEHTH ¢ OaKTepueMusi, KOSTO Bh3HUKBA BbB BPB3Ka C HAKOS OT HMH(PEKITUUTE,
n30pOeHU TO-TOPE UITU CE€ MOI03UPa, Y€ € CBbP3aHa C HIKOS OT TSIX.

Lledrpuakcon TpsOBa 1a ce mpuiara €IHOBPEMEHHO C APYTM aHTHOAKTEPUAIHU CPEICTBA BUHATW,
KOTaTo Bb3MOXKHUAT CHEKTHP Ha OaKTepUATHUTE TPUUMHUTENN HE T0Iajja B HETOBUS CIIEKTH.

8. Nme (cBOGOIHO M36pano) Ha sekapcTBenus npoaykT: OLOVISION 1 mg/ml eye drops, solution
INN/AB: Olopatadine

IMokazanus: OnmoBwxbH 1 mg/ml xanku 3a o4M, pa3TBOp € MpeAHA3HAa4YeH 3a JeYeHHE Ha OYHUTE
NPU3HAIKA ¥ CAMIITOMH Ha C€30HEH ajlepruueH KOHIOHKTHBHUT.

9. NUme (cBoOOaHO M30paHo) Ha jekapctBenus npoaykt: TRIBUTIN 300 mg prolonged-release
tablets

INN/AB: Mebeverine

[MTokazanusi: CHMITOMATHYHO JieueHHe Ha (YHKIIMOHATHE HAPYIICHHUS HAa CTOMAIITHO-YPEBHUS TPAKT.

IV.  JlekapcrBeH(n) mponykr(u), kanauaarcreani(u) 3a [IPOMSIHA Ha pa3pelneHue 3a
ynorpeoda

1. Ume (cBoOOmHO m30pano) Ha sekapcrBenus npoaykr: SARGENOR 1 g/5 ml oral solution
INN/AB: Arginine aspartate

[Toxazanus: M3noisBa ce 3a CHMIITOMaTUYHO JICYEHUE HA YMODPA.

[TIpomenu: B.1.4 (C.1.4) Ilpomsna(u) B KpaTkara xapakTepucTuka Ha MPOAYKTa, NaHHUTE BBPXY
OMAaKOBKUTE WJIM JIMCTOBKaTa BbB Bpb3Ka C HOBU JaHHM 3a KAayeCTBOTO, NPEIKIUHUYHUTE U
KJIMHUYHHUTE JaHHU WU TaHHHUTE 32 jJiekapcTBeHa 6e3onacHocT-Tun Il - XapMoHM3upaHe Ha TeKCTa B
JII1, naHHUTE BHPXY ONAKOBKUTE M MakeTHTe Ha onakoBkute ¢ To3u B KXII, ogobpen ot MAJI Ha
03.10.2022 r.(akTyasin3upaHe Ha TeKCTa B cboTBeTCTBHE ¢ ojo0peHaTta KXII - no3upoBka, HexenaHu
JIEKapCTBEHM pEeaklMM, MPOMEHU B chOTBeTCTBHE ¢ Hacrosimusg QRD malnoH, mpemaxBaHe Ha
IPUCIIOCOOIEHUETO 3a OTUYNBAaHE B Kpas Ha aMIlyjaTa U INpeJCTaBsIHE Ha HOBa MHCTPYKLHA 3a

ynotpeoa).

2. Nme (cBoOomHO m30paHo) Ha sekapcTBenus npoaykr: VITANGO 200 mg film-coated tablets
INN/AB: Rhodiola

[Toxazanwms: TpaaunmoHeH pacTUTENEH JEKapCTBEH MPOAYKT 32 BPEMEHHO 00JIeKYaBaHe Ha CHMITTOMHA
Ha cTpec KaTo ymopa u otnajaHanoct. [lokasanusita ca 6a3upaHu M3KIIOYUTETHO HA ABIATOTOIUIIHA
ynotpe0a u OIuT.

ITpomenn: B.1.4 (C.1.4) IIpomsina(n) B Kparkara xapakTepucTHKa Ha HpPOAYKTa, JAHHUTE BBPXY
ONaKOBKUTE WU JIMCTOBKaTa BBHB BpPB3Ka C HOBU JIaHHU 32 KA4yeCTBOTO, MPEIKIMHHUYHHUTE U
KIMHUYHUTE JaHHU WM JaHHUTE 3a JekapcTBeHa OesomacHocT-Tum II - AxTyanusupane Ha
npoaykroBara uHdopmanus (KXII u JIIT) B cboTBeTcTBUE ¢ Company Core Safety Information (CCSI,
v. 003).

3. Nme (cBoOOmHO M30pano) Ha sekapctBenus mpoaykT: CILOXAN 3 mg/ml eye and ear drops,
solution

INN/AB: Ciprofloxacin

[Tokazanus: O4HO NpUIIOKEHHE-TIPU Bb3pacTHU, HOBopoaeHu (0-27 nuu), 6edeta u Manku nena (28
nHU 110 23 Mmecena), aena (2-11 ronunn) u rorouu (12-16 rogunm):
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JleyeHue Ha SA3BM Ha POTOBHIIATA W MOBBPXHOCTHU MH(EKIMU HAa OKOTO W HETOBHUTE MPHUIATBHIIH,
MPUYMHEHU OT YYBCTBUTEIHHA HA TUIPODIOKCAIIUH OAKTEpHUATHU BUIOBE.

VYuHo npusokeHue-npy Bb3pacTHU U Aela Ha ¥ HaJl | roauHa:

OcCTpu BBHHIIIHU OTHTH M OCTPH BB3MAJICHUS HA CPEITHOTO YXO ChC CEKpeIus Mmopaau nepdopamus Ha
THIAHYETO, IPUUYUHEHHU OT YYBCTBUTEIHH Ha NUIPOGIOKCALUH OaKTepUaIHH 1IaMOBeE.

[Mpomenu: B.L.z (C.L.z) IIpomenu (6Ge3omacHOCT/€UKACHOCT) HA JICKAPCTBEHU TPOAYKTH 3a
xymaHHaTta MmenuuuHa/lpyra npomsHa-Tun II - AkTyanusupane Ha mpoaykToBaTa WHGOpPMAIHS, B
ceotBercTBUE ¢ Company Core Data Sheet v2.0, pegaknMoHHH HpPOMEHH (peopraHu3amus Ha
chlllecTBYyBall TekcT), mpomMeHu B T. 4.6 Ha KXII B cborBercTBHe ¢ Hactosimms QRD mrabros,
MOJpEeKIaHEe HAa HexelnaHute JekapcTtBeHu peaknmu B T. 4.8 Ha KXII cerimacno MedDRA
kinacudukanusTa, npemaxsa ce TepMuHBT "DROP-TAINER" ot 1. 6.5 Ha KXII 1 ipyru He3HAUNUTETHU
MIPOMEHU B TEKCTa Ha BTOPUYHATA OTIAKOBKA U O(hOPMIICHUETO (3HAK 32 PEIUKIHPAHE).

4. Nme (cB0OOIHO M30paHo) Ha tekapcTBenus npoaykt: PROCTO-GLYVENOL 2,12% /5% rectal
cream

INN/AB: Tribenoside, lidocaine hydrochloride

[Tokazanus: 3a TOKAIHO JIEYCHHE Ha BTPEUIHN U BHHITHU XEMOPOH/IH.

IIpomenu: B.1.4 (C.1.4) Ilpomsna(u) B KpaTkara xapakTepucTuka Ha HPOAYKTA, JAHHUTE BBPXY
OMAKOBKUTE WM JUCTOBKaTa BHB BPb3Ka C HOBU JaHHU 3a KAueCTBOTO, MNPEIKIMHUYHUTE U
KIMHUYHATE JaHHU WM JaHHWUTE 3a JiekapcTBeHa Oe3omacHocT-Tum Il - AkTyanusupane Ha
npoaykroBata uHpopmanus (KXII u JIII) B pesynrar Ha obHoBen Global Data Sheet (GDS),
noakpernieno ot Addendum to Clinical Overview.

5. me (cBoOoHO M30paHo) Ha nekapcetBenus npoaykT: HEXORALETTEN N 5 mg/1,5 mg lozenges
INN/AB: Chlorhexidine

ITokazanusa: IlpenHazHadueH 3a JIOKAJIHO MPWIOKEHHE C 1€ BPEMEHHO HamaisiBaHe Oposi Ha
MHUKPOOPIaHU3MUTE B I'bPJIOTO U yCTHAaTa KyXWHA, JEYCHHE Ha BB3MAICHO I'bpJIO, BH3IMAJIEHUE Ha
yCTHaTa KyxMHa (CTOMATUT), THHTUBUT (Bb3NajieHue Ha BeHuuTe). [IpenorBparsiBane Ha MHpEKIUN
W/WIK Bb3NAJICHHE HA YCTHATa KyXHHA.

IIpomenu: B.1.4 (C.1.4) Ilpomsna(u) B KpaTkara xapakTepucTUka Ha HPOAYKTa, JaHHUTE BBPXY
OIIAKOBKUTE WJIM JIMCTOBKaTa BbB BpPb3Ka C HOBU JaHHM 32 KAayeCTBOTO, NPEIKIUHUYHUTE U
KIIMHUYHUTE JaHHW WM JaHHUTE 3a JekapcTBeHa Oe3omacHocT-Tum II - AkTyanusupane Ha
npoaykrosara nHpopmarus (KXII u JIIT) B ceotBercTBUE ¢ CCDS V. 4.0.

6. Nme (cBOOOmHO u30paHO) Ha nekapctBenus: mpoaykr: TALCID 500 mg chewable tablets
INN/AB: Hydrotalcite

[Tokazanust: CUMIITOMaTHYHO JIEYEHUE Ha HAapYIIEHUs, IPH KOUTO € HAIMLE XUIIepaI[UIUTeT:
-OIUTaKBaHUsl, CBbP3aHH C TIOBUIIIEHA KOCEINHHOCT;

- racTpo-e3odareaner peQIrykc;

- OCTBP ¥ XPOHUYEH TaCTPUT;

-CTOMAIITHA U 1yOJICHAIHA 53Ba;

[Ipomenu: B.1.4 (C.1.4) Ilpomsna(u) B KpaTkara xapakTepucTHKa Ha NPOAYKTa, NAaHHUTE BBPXY
ONAKOBKUTE WU JIMCTOBKAaTa BBB BPB3KAa C HOBH JAHHM 3a KauyeCTBOTO, MPEIKIMHUYHHUTE U
KIMHUYHUTE JaHHW WM JaHHUTE 3a JekapcTBeHa Oe3omacHocT-Tum Il - AkTyanusupane Ha
npojaykToBara nH(GopMaius, B ChoTBeTCTBUE ¢ HacTosmus Company Core Data Sheet (version 5.0).

7. me (cBoOOMHO M30paHo) Ha nekapctBeHus npoaykt: TANTUM VERDE with orange-honey
flavor 3 mg lozenges

INN/AB: Benzydamine

[Toka3zaHus: CHMIITOMAaTHYHO JICYeHHE 3a OOJIeKYaBaHe Ha Oosikara Mpu OOJIC3HEHU BB3MAJICHUS Ha
yCTHATa KyXHWHA U I'bPJIOTO.
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IIpomenu: B.1.4 (C.1.4) Ilpomsna(n) B KpaTkara xapakTepucTMka Ha HPOAYKTA, JAHHUTE BBPXY
OMAaKOBKUTE WM JHCTOBKAaTa BbB BpPbh3KAa C HOBH JaHHU 3a KayeCTBOTO, MNPEAKIMHUYHUTE H
KJIMHUYHUTE JaHHU WIHM TJaHHUTE 3a JiekapcTBeHa O0e3omacHocT-Tur Il - Akryanusupane Ha KXII B T.
5.1 ®apmakonunamuyau cBoiicTBa or KXII (BkitouBa ce HOBa mH(pOpMaIusaTa 3a OE30MaCHOCT Bb3
OCHOBa Ha pesyiratute oT npoyuBane BePaiR (Benzydamine in Sore Throat Pain Relief).

8. lme (cBoOOAHO M30pano) Ha ekapcTBenus npoaykr: TANTUM VERDE with eucalyptus flavor
3 mg lozenges

INN/AB: Benzydamine

[Toxazanust: CUMIITOMAaTHYHO JieueHHe 3a oOJeKuaBaHe Ha OosikaTa Ipu OOJNIE3HEHU BB3MAJICHHS Ha
yCTHaTa KyXMHA U T'bPJIOTO.

IIpomenu: B.1.4 (C.1.4) Ilpomsna(n) B KpaTkara xapakTepucTHKa Ha IPOIYKTa, AAHHUTE BBPXY
OMaKOBKUTE WJIM JIMCTOBKaTa BbB BpPb3Ka C HOBU JaHHM 3a KAayeCTBOTO, NPEIKIMHUYHUTE U
KIIMHUYHATE JAaHHU WM JJAHHUTE 3a JiekapcTBeHa 0ezonacHocT-Tum Il - Akryanmmsupane Ha KXIT B T.
5.1 ®apmakoaumHamuyau cBoiicTBa oT KXII (BkitouBa ce HOBa mH(pOpMaIUATa 3a 0€30MaCHOCT Bb3
OCHOBa Ha pe3ynTarute oT npoyusane BePaiR (Benzydamine in Sore Throat Pain Relief).

9. Nme (cBoOOmHO mM30pano) Ha nekapctBeHus npoaykr: TANTUM VERDE FORTE 0,3 %
oromucosal spray, solution

INN/AB: Benzydamine

[Tokazanus: IIpoTMBOBB3NANIUTENIHO M AHAITETUYHO CPEACTBO IPHU BB3MNAIUTEIHU CHCTOSHHS Ha
I'bpJIOTO, YCTHAaTa KyXuHa U BeHIMTe. Tantum Verde moxe Aa ce mpujara ¥ B CTOMAaTOJIOTMYHATA
MIpaKTHKa - Ipeau u cief BajaeHe Ha 360. Tantym Bepae cropeii 0,30% - 15mu1 e mokasaH chiio npu
BB3MAJICHUS Ha JJApUHKCA U HAapYIIEHUs [IPH JIbYEBA TEPAIUs

[TIpomenu: B.1.4 (C.1.4) Ilpomsna(u) B KpaTkara xapakTepucTuka Ha MPOAYKTa, NaHHUTE BBPXY
OMAKOBKUTE WJIM JIMCTOBKaTa BbB BpPb3Ka C HOBU JaHHM 3a KAayeCTBOTO, NPEIKIUHUYHUTE U
KIIMHUYHUTE JaHHU WM JaHHUTE 3a JiekapcTBeHa 0ezonacHoct-Tum Il - Akryanusupane Ha KXII B 1.
5.1 ®apmakonunamuyau coiictBa oT KXII (BkitouBa ce HOBa mH(popMalusaTa 3a 6€30MacCHOCT Bb3
OCHOBa Ha pe3ynTarute oT npoyuBaHe BePaiR (Benzydamine in Sore Throat Pain Relief).

10. Nme (cBoGomHO m30paHo) Ha jekapctBeHusa npoaykr: TANTUM VERDE WITH MINT
FLAVOR 3 mg lozenges

INN/AB: Benzydamine

[Tokazanus: CuMnToMaTHYHO JIeYCHUE 3a OOJieKYaBaHe Ha OOJKaTa mpu 0OJIe3HEHU BB3MAJICHUS HA
yCTHaTa KyXHHa U I'bPJIOTO.

IIpomenu: B.1.4 (C.1.4) Ilpomsna(u) B KpaTkara xapakTepucTuka Ha HPOAYKTA, JaHHUTE BBPXY
ONIAKOBKUTE WJIM JIMCTOBKaTa BbB BpPb3Ka C HOBU JaHHM 32 KAaueCTBOTO, NPEIKIUHUYHUTE U
KJIMHUYHUTE JAHHU WM JaHHUTE 3a JiekapcTBeHa 6e3omacHocT-Tur Il - Axryanusupane va KXII B T.
5.1 ®apmakonunamuyHu cBoiictBa oT KXII (BkitouBa ce HOBa MH(OpMaIusATa 3a O€30MaCHOCT Bb3
OCHOBa Ha pesynratute oT npoyuBaHe BePaiR (Benzydamine in Sore Throat Pain Relief).

11. me (cBoOomHO m30paHo) Ha nekapctBerus mnpoaykr: TANTUM VERDE WITH LEMON
FLAVOR 3 mg lozenges

INN/AB: Benzydamine

ITokazanust: CUMIITOMaTHYHO JieueHHe 3a oOJekuaBaHe Ha OosikaTa Ipu OOJIE3HEHU BB3MAJCHHS Ha
yCTHaTa KyXMHa U T'bPJIOTO.

ITpomenn: B.1.4 (C.1.4) IIpomsina(n) B Kparkara xapakTepucTHKa Ha HpPOAYKTa, JAHHUTE BBPXY
ONaKOBKWTE WU JIMCTOBKaTa BBB BPB3Ka C HOBH JIaHHU 32 KAYECTBOTO, MPEIKIMHUYHHUTE W
KJIMHUYHHUTE JJaHHU UM JaHHUTE 3a JiekapcTBeHa 6e3onacHocT-Tur II - Akryanusupane na KXIT B T.
5.1 ®apmakonunamuynu coiictBa oT KXII (BkitouBa ce HOBa mH(popMalusaTa 3a 6€30MacCHOCT Bb3
OCHOBa Ha pe3ynTarute oT npoyusaHe BePaiR (Benzydamine in Sore Throat Pain Relief).
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