KJIIT Ne 3/27.03.2023

M3ITBJIHUTEJIHA ATEHIUA 110 JIEKAPCTBATA

KOMUCHA 3A JIEKAPCTBEHH ITPOAYKTHU

JTHEBEH PEJ

Ha 3aceqanune Ha KJIIT Ne 3/27.03.2023

l. Hexnapupane ot 4ieHoBere Ha KJIII u or excneprure u3BbH chberaBa Ha KJIII na
BCCKH INMOTCHIHAJCH KOH(IUKT HAa MHTEPEeCH IO OTHOLICHHE HAa BCAKA TOYKA OT

nHeBHus pea na KJIIIL.

1. JlekapcrBen(n) mpoaykr(u), kanauaarcream(u) 3a PASPEIHIEHUE 3A YIIOTPEBA
/PETUCTPALUSA no wi.35/ wiu.37 or 3JIIIXM/ PASHINPSABAHE HA OBXBATA
HA PY no HanuoHaJ/iHA npoueaypa.

1. INN/AB: Metoprolol

IToxazanus: [IpogykTsT chiibprka metoprolol tartrate u € mokas3aH 3a JledeHHe Ha Bb3PAcTHHU C:
- AprepuanHa XUIIepTOHUS

- Koponapha Gonect Ha chpLeTo

- XUNEepKUHETUYEH ChPJCUYEH CUHAPOM

- TaxukapIU4HU apUTMHUH

- Hayanno neyenne Ha nHGApKT HA MUOKap/ia U NPOPUIAKTHKA Ha pEMHPAPKT

- [IpodunakTrka Ha MUTpeHa

2. INN/AB: Flurbiprofen
[Tokazanusa: I[lponykTsT chabpka flurbiprofen u e mokazaH Hpu BB3PACTHH 3a KPATKOCPOUHO
o0yieKkyaBaHe Ha CHMITOMAaTHKaTa IPU OCTPO Bb3MAJIEHHUE Ha I'bPIIOTO.

3. INN/AB: Paracetamol

[Tokazanus: IIpoaykThT chabpika paracetamol 1 e mokasaH 3a KpaTKOCPOUYHO JIEYEHHE Ha yMEpeHa
60.IIKa, OCO6€HO CJICH XUPYpruiHa HHTCPBCHIIUA, U 3a KPATKOCPOYHO JICHCHUC HAa BUCOKA TCMIICPATYpa,
KOTraTO HHTPABECHO3HOTO MPHUIIOKCHUE € KIIMHUYHO OITPaBAaHO OT CIICIIHA HGO6XO)II/IMOCT 34 KylIupaHe
Ha 60J1Ka HJIN XUIICPTCPMUSL I/I/ HJIM KOT'aTO HC Ca Bb3MOKHU APYT' HAYWMHU Ha ITPUITOKCHUC.
[IpoayKThT € moKa3aH 3a Bb3pacTHHU, IOHOIIHU U JIela ¢ TeJecHo Terso Hajg 33 kg.

4. INN/AB: Ranolazine

[Tokazanus: mokasaH NMpU BB3PACTHU KATO JAOIBJIBAIA Tepamus 3a CUMITOMATUYHO JIEYEHUE Ha
MAIUEHTH ChC CTAOMIIHA CTEHOKAP/IUS, TIPH KOUTO 3a00/I5IBAHETO HE € ONTUMAIIHO KOHTPOJIUPAHO WITH
€ HaJHIle HEMOHOCHMOCT KbM aHTHUCTCHOKApJHUTE CPEACTBA OT MbpBa JNWHUA (KaTo OeTa-Omokepu
W/WJIM KaJIIAEBU aHTarOHUCTH ).
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5. INN/AB: Ranolazine

[TokazaHus: TOKa3aH MPU BH3PACTHU KATO JOMBJBAIIA TEpaNMsl 3a CHAMIOTOMATUYHO JICYCHHE Ha
MAIUEHTH ChC CTAOMIIHA CTCHOKAP U, IIPU KOUTO 3a00JIIBAHETO HE € ONTUMAIHO KOHTPOJIUPAHO WITH
€ HaJWIle HEMOHOCHMOCT KbM aHTUCTCHOKAPIAHHUTE CPEACTBA OT IbpBa JIMHUA (Kato Oera-Orokepu
W/WIM KaJIIUEBY aHTarOHUCTH ).

6. INN/AB: Ranolazine

[TokazaHus: TOKa3aH MPU BH3PACTHU KATO JOMBJBAINIA TEpANMs 3a CHAMITOMATHYHO JICYCHHE Ha
MAIUEHTH ChC CTAOMIIHA CTCHOKAP U, IIPU KOUTO 3a00JIIBAHETO HE € ONTUMAIHO KOHTPOJIUPAHO WITH
€ HaJWIle HEMOHOCHMMOCT KbM aHTHUCTCHOKAPJIHHUTE CPEJICTBA OT IbpBa JIMHUA (Kato OeTa-Oiokepu
W/WJIM KaJIIMEBU aHTarOHUCTH ).

I11. JlekapcTBen(n) npoaykr(u), kanauaarcream(u) 3a [IOJHOBSIBAHE na pa3peumenne 3a
ynorpeoda 1o HAMOHAJIHA MpoLeaypa.

1. Nme (cBOOOaHO M30pano) Ha jekapctBerus npoaykt: FOLIC ACID ADIPHARM 5 mg tablets x
30

INN/AB: Folic acid

[Tokazanus: JleyeHne Ha aHEMWH, BKJIIOUMTEIHO OHE3W, NMPHUYMHEHH OT HENPaBHIHO XpaHEHE,
HapyIIEHO YCBOSIBaHE Ha XpaHa, KaTO MpPHU TIIYTEHOBA €HTeponaTus (HEMOHOCUMOCT KbM OMpE/esieH
OeNThK, KOATO Ce M3pa3siBa ¢ XpPOHHYHA JHapHs), HEAOCTATHYHOCT Ha BUTaMuH B12, neguuut Ha
(donueBa KuceaHa B IETCKa BH3PacT U MO BpeMe Ha OPEMEHHOCT.

[Tpodunaktuka Ha nepunuT Ha QonreBa KUCEIWHA MPH MTAIUSHTH, IIPHEMAIIH JIEKapCTBa 3a JICUeHUEe
Ha enuiencus; 1eQeKTH Ha HeBpaJlHaTa TpbOa Ha 11oaa (kato ciuHa Ouduia) npu KeHu, MIaHupaIIy
OpEMEHHOCT, IPU KOUTO UMa PHUCK OT 3aciraHe Ha JIETETO.

2. me (cBOoOOIHO M30paHo) Ha sekapctBenus npoaykr: IRONFOL 100 mg/0,35 mg chewable
tablets

INN/AB: Ferric oxide polymaltose complex

[MToka3zanus: JledeHue Ha jxene3eH Aehuuut 6e3 aHemus U xess3oaeduuutHa anemus (IDA), kakTo u
NPEBEHIHs Ha TeGUIMT Ha JKeIsI30 U (OoMeBa KUCEIWHA TIPE/IH, 10 BpeMe Ha | cjiell OpeMeHHOCTTa
(o BpemMe Ha KbPMEHETO).

3. Nme (cBoOOHO M30paHo) Ha nekapcTBenus npoaykt: KALDERA SPM 75 mg film-coated tablets
INN/AB: Clopidogrel

ITokazanus:

Ilpeonaszseane om amepompomoOOMUYHU UHYUOEHMU

Knomnuaorpen e nokasas npu:

Bb3pacTHu nmanyeHTy ¢ aHaMHe3a 3a MUOKapAeH HHPAPKT (OT HIAKOJKO JAHU A0 35 AHM),

MCXEMHUYEH MHCYNT (0T 7-Mus JIeH 10 6-THsl Mecell) UM YCTaHOBEHO Nepu(epHO apTepruaiHo
3a0o0JsIBaHe.

Bb3pacTHU manueHTH ¢ OCTbp KOPOHAPEH CUHAPOM:

- 0e3 eneBanms Ha ST-cermMenTa (HecTaOMITHA CTEHOKAPIUS UM MUOKapAeH HHPapKT 0e3
Q-310e11), BKIIOUUTEIIHO MAIIMEHTH ¢ IOCTaBEeH CTEH]I CJIE] OTepalus Ha ChpLETo, B
KoMOuWHaumsl ¢ anetuicanuiioBa kucennHa (ACK).

- Undapkt Ha Muokap/a ¢ eneBaius Ha ST-cermenTa, B komOuHanusa ¢ ACK npu
MEANKAaMEHTO3HO JIEKYBaHU MAUEHTH, 3a KOUTO € OIXO/A1Ia TPOMOOIUTHYHATA
Tepanus.

IIpeonaszsane om amepompomOOMuyHU U MPOMOOEMOOIUYHU UHYUOESHMU NPU NPEOCLPOHO MbIHCOCHE
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[Ipu BB3pacTHU MalMEHTH C MPEACHPAHO MBKIEHE, KOUTO UMAT MOHE eANH PUCKOB (PAKTOp 3a ChAOBU
WHIUJIEHTH, KOUTO HE ca MOJAXO/SIIH 3a JeueHue ¢ antaronuct Ha Butamud K (VKA) u kouro umar
HUCBHK PHUCK 3a KbpBEHE, Kiomuaorpen e mokazaH B komOunauus ¢ ACK 3a mpennaszBane ot
aTepOTPOMOOTHYHU U TPOMOOEMOOTMYHY UHIIUICHTH, BKIFOUUTEITHO UHCYIIT.

4. Vime (cBOOOMHO M30paHO) Ha jiekapcTBeHus npoaykt: RAMIRA 10 mg/10 mg capsules, hard
INN/AB: Ramipril and amlodipine

IMToka3zanust: Pamupa € 1moKa3aH KaTo 3aMECTHTENIHA Teparus 3a JICYCHHE MPH HallMeHTH C BHCOKO
KPBBHO HaJATaHe, a[cKBATHO KOHTPOJIUPAHO C PAMUTIPHII M aMJIOIUIIMH, IPUEMaH! ¢THOBPEMEHHO B
CBILUTE JI03U, HO KaTO OT/ICIIHH JICKAPCTBA.

5. Ume (cBoOOaHO M30paHo) Ha jekapcTBenus mnpoaykr: RAMIRA 5 mg/5 mg capsules, hard
INN/AB: Ramipril and amlodipine

IMToka3zanust: Pamupa € moKa3aH KaTo 3aMECTHTENIHA Teparus 3a JICYCHHE MPH HallMEeHTH C BHCOKO
KPBBHO HaJATaHe, a[CKBATHO KOHTPOJIUPAHO C PAMUIIPHIT ¥ aMIIOIMITHH, IPUEMaHH €IHOBPEMEHHO B
CBILUTE JIO3H, HO KaTO OT/ICIIHH JIEKAPCTBA.

6. me (cBoOOaHO M30paHO) Ha jnekapcTBenus npoaykT: RAMIRA 10 mg/5 mg capsules, hard
INN/AB: Ramipril and amlodipine

IMToka3zanust: Pamupa € 1mOKa3aH KaTo 3aMECTHTENIHA Tepalus 3a JICYEHHE IPH MAIlMEHTH C BHCOKO
KPBBHO HaJIATaHe, a[cKBATHO KOHTPOJIUPAHO C PAMUIIPHII M aMJIOIUIIMH, IPUEMaHH €THOBPEMEHHO B
CBILUTE JIO3H, HO KaTO OT/ICIIHH JIEKAPCTBA.

7. Ume (cBoOOaHO M30paHo) Ha yiekapcTBenus npoaykt: ULTRAVAS 10 mg film-coated tablets
x30; x 90

INN/AB: Rosuvastatin

[Toka3zanus: JleueHre Ha XUIEPXOJIECTEPOTIEMUS

Bb3pacTHu, Mitaiexxu U Aelia Ha WK HaJl 6-TOJIMIIHA Bb3PacT C MbPBUYHA XUIIEPXO0JIECTEPOIEMHUS (TUII
Ila, BKJIIOUHTENHO XETEPO3UTOTHA (haMMIIHA XHUIIEPXOJIECTEPOJIEMHsI) WIIM CMECEHa JUCIUIUACMUs
(tun 1Ib) xato no6aBka KbM JIueTaTa, KOraTo pe3yaTaThbT OT AMETaTa U APYru HedapMaKoJIOTMYHU
MepKH (Hamp. GpU3NYecKH ynpakHEeHHs!, HaMaJliBaHEe Ha TETJIOTO) HE € 3aJI0BOJIMTEIIEH.

XoMmo3uroTHa (aMuiaHa XHUIEpXOoJecTeposieMusi KaTro Jo0aBKa KbM JHeTara, KakTo U C JIPYyro
JUMUIOTIOHMKaBao jeyeHue (Hamp. LDL-adepesa) unu korato ToBa jJeueHHe HE € TOIXOASIIO.
[IpeBeH1Ms HA CHPICUHO-CHIOBU CHOUTHS

IIpenoTBparsiBaHe Ha TOJIEMHU ChPJIEYHO-CHAOBU CHOUTHS MU MALMEHTH, OLEHEHU C BUCOK PHUCK 32
II'BPBO ChPAEUHO-CHIAOBO CHOUTHE, KaTO JOIBIHEHHE KbM KOPUTHPAHETO HAa JPYTU PUCKOBU (DAaKTOPH.

8. Nme (cBoOOmHO M30paHo) Ha yekapcTBenus npoaykt: ULTRAVAS 20 mg film-coated tablets
INN/AB: Rosuvastatin calcium

[Tokazanus: JleueHne Ha XUIIEPXOJIECTEPOTIEMHUS

Bb3pacTau, Miaaexu u Aela Ha Uiy HaJl 6-TOJIMIITHA Bb3PACT C IbPBUYHA XUIIEPXO0JIeCTeposieMHUs (THUIT
[la, BKJIIOUMTEIHO XETEPO3UTOTHA (aMHIIHA XHUIIEPXOJIECTEPOJIEMUs) WM CMECeHa IUCIUIHUIAEMUs
(tun 1Ib) xato mobaBKka KbM IueTaTa, KOraTo Pe3yaTaThT OT AMETaTa U APYrd He(apMaKoIOTHUHU
MepKH (Harp. pU3NYECKH YIpaKHEHUs, HAMaJIsiBaHE Ha TETJIOTO) HE € 3aJ0BOJIUTEIIEH.

Xomo3urotHa (amuiiHa XHUMEPXOJECTeposieMus Karo no0aBka KbM JHeTara, KakTo U C JIPYTro
JTUTIM0TIOHKaBao Jieuenue (Hanp. LDL-adepesa) unu korato ToBa Jed4eHHE HE € TOAXOISAIIO.
[IpeBeHIMs Ha CHPICYHO-CHIOBU CHOUTHSI.

HpeHOTBpaTﬂBaHe Ha rojicMu CbpACHYHO-CbA0BU cHrOuTHS IIpr MalMEHTH, OLICHCHU C BHCOK PHCK 3a
I'BPBO CHPACUYHO-CHIOBO CHOUTHE, KaTO JOMBIHEHHE KbM KOPUTHPAHETO HA IPYTU PUCKOBH (DAKTOPH.
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9. lme (cBoOomHO m30pano) Ha nekapcrBenus npoaykt: NEOCEF 400 mg film-coated tablets
INN/AB: Cefixime

[Tokazanus: Heoned e nmpennasHaveH 3a jJedyeHrne Ha MHQPEKIUU IPU BB3PACTHHU U Jiela, TPUINHEHU
OT YyBCTBHUTEIHU KbM JICHCTBHETO HA IE(PUKCUM MUKPOOPTaHU3MH ChC CIEIHATA JTOKATH3ALIHSL:
['opHM qUXaTeNHU IBTUINA U CPEAHO YXO — CHHY3UT, (JapUHTHT, OTUT

JIOJIHU AUXaTeIHU MBTUIIA — 000CTPEH XPOHUYEH OPOHXHT, THEBMOHHMSI, IPUI00HUTA B OOIIECTBOTO
WNudekunu Ha OTIEIUTETHATa CUCTEMA — IUCTUT, IIUCTOYPETUT, HEYCIOKHEH MUEIOHEeYPUT
VYnorpebara Ha nepuKCUM TpsiOBa na ObJe OrpaHHYeHa a0 MHQEKIHH, 33 YUUTO MPUYMHUTEN €
M3BECTHO WJIM C€ Tpenanojara, 4Ye€ € pPEe3UCTCHTEH KbM JpyrHTe OOMYaiiHO W3MOJI3BaHU
aHTHOAKTepUATHU CPEJCTBa MM B CIy4yad, KOraTO €BEHTYAJIeH HEyCIleX Ha JICYCHHUETO C JIPYTH
00MYaifHO N3MOI3BaHN aHTHOAKTEPHATIHN CPEJICTBA HOCH 3HAUYNTEIICH PUCK.

TpsibBa nma ce B3eme npeaBux O(GUIMATHOTO PBKOBOACTBO 3a IIpaBWJIHA yHoTpeba Ha
aHTUOAKTEPUATHUTE CPE/ICTBA.

10. me (cBoO0oaHO M30pano) Ha nekapcetBeHus nmpoaykT: SINUPRET syrup

INN/AB: Combination

[Tokazanwus: [Ipr OCTpO M XPOHUYHO BH3MAJICHHE HA MMapaHA3aTHUTE CHHYCH U TUXaTEIIHUTE ITbTHIIA,
KaKTO U KaTO JOITBJIHUTEIHO CPEJICTBO IMPU aHTHOAKTEPHAITHO JICYCHHUE Ha T€3U 3200 IsIBAaHUS.

11. ime (cBOGOAHO M30pano) Ha siekapcTBenus npoaykT: AMITREX 40 mg/ml oral drops, solution
INN/AB: Amitriptyline

[Tokazanus: AMUTPEKC € IMOKa3H 3a:

-JIeYeHHE Ha THEIKKO JICIPECUBHO PAa3CTPOICTBO MPH Bb3PACTHU;

-JICUCHUE Ha HeBpOIaTHa 0OJIKa MPU Bb3PaCTHH;

-poUITaKTHKA HA MUTPEHA;

-popUIAKTHKA HA XPOHUYHH WM TIOBTAPSIIIH CE TIIaBOOOJIHS.

12. Vime (cBOOOIHO M30paHo) Ha nekapcTBeHus mpoaykt: BETASTAD 8 mg tablets

INN/AB: Betahistine

[Moka3zanus: beraxucTuH ¢ mpeaHa3HAYEH 3a JeUeHue Ha Oosect Ha MeHuep, KOSITO ce TPOSIBSIBA ChC
CBETOBBPTEXK (BEPTHIO), THHUTYC U 3aryda Ha ciyxa.

13. Nme (cBoGOaHO M30paHo) Ha siekapcTBeHus npoaykt: BETASTAD 16 mg tablets

INN/AB: Betahistine

[Tokazanus: beraxucTuH e npeaHa3HaveH 3a jJedyeHue Ha Oonect Ha MeHuep, KOATO ce MPOsBABA ChC
CBETOBBPTEX (BEPTUTO), THHUTYC U 3ary0a Ha ciyXxa.

14. Wme (cBoOomHO wu30OpaHo) Ha JiekapcTBeHusi mnponykr: BETASTAD 24 mg tablets
INN/AB: Betahistine

[MTokasanust: beraxucTuH e npeaHa3HaveH 3a JieueHue Ha 0osiecT Ha MeHuep, KOsTO Ce MPOsBSBA ChC
CBETOBBPTEX (BEPTUTO), THHUTYC U 3ary0a Ha ciryxa.

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

1.MIme (cBOGOHO M30paHo) Ha nekapcTBeHus nmponykt: TEGRETOL 200 mg tablets

INN/AB: Carbamazepine

ITokazanus: Enunencus

" KommuiekcHr uin IpocTH MapiyaliHd IpUCThIM (¢ WK 0e3 3ary0a Ha Ch3HaHHE) ¢ WK 0e3
BTOpPUYHA T'eHEepaTU3allUs.

" ['eHepanu3upanu TOHUYHU KJIOHUYHU TpUCThIN; CMeceH! (OpMH Ha MPUCTBHIIH.
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TEGRETOL e noaxopsi KakTo 3a MOHOTEparnus, Taka U 32 KOMOMHHpaHa Tepammsl.

TEGRETOL He e edextuBeH npu abcancu (petit mal) 1 MHOKIIOHWYHU T'bpUOBE (BHXK paznen 4.4.
CriennanHy MpeaynpexaeHus U Ipeana3Hd MEpKH Mpu yrnorpeoda).

Octpa MaHUs U MOJABPIKAILO JICYSHUE TIPU OUMONIIpHH aheKTUBHU PAa3CTPOMCTBA 3a MPEBEHIINUS UIH
pEeAyKLHUS HA PELUTUBUTE.

CuHIpOM Ha aJIKOXOJIHA a0OCTUHEHLIUS.

WnnonatnyHa TpureMuHallHa HEBPAJITHUS U TPUTEeMHUHAIIHA HEBPAJITUs, AbJDKAIA CE HA MYJITHUILICHA
CKJIepO3a (KaKTO TUMMYHA TaKa M HeTHNHUYHA). MuaunonaTuyna riocopapuHreanHa HeBpaIrHsl.
bonesnena nuabeTHa HEeBpoOIaTHUSI.

besBkycen nuaber - neHTpasieH Tuil. [lonuypus 1 MOTUAUIICUS ¢ HEBPOXOPMOHAIECH POU3XO/I.
[Tpomenu: B.1.4 (C.1.4) Ilpomsana(u) B KpaTkara xapakTepHCTHKa Ha MPOAYKTa, JAHHUTE BBPXY
OIIAKOBKUTE WJIM JIMCTOBKaTa BbB BpPb3Ka C HOBU JaHHU 32 KAayeCTBOTO, NPEIKIUHUYHUTE U
KIIMHUYHUTE JaHHU WM JaHHUTE 3a JiekapcTBeHa O0e3onacHocT-Tum Il - Axkryanusupane Ha KXIT n
JIIT B cwoterctBue ¢ Core Data Sheet (CDS) v3.0.

2. me (cBOOOHO M30pano) Ha jekapcrBeHus npoaykt: AURORIX 150 mg film-coated tablets
INN/AB: Moclobemide

[MTokazanwms: [IpogykTsT chabpxka moclobemide u e mokazaH mnpu:

Jleuenue Ha nenpecuBHU CUHAPOMU.

Jleuenwne Ha companHa hoous.

[TIpomenu: B.1.4 (C.1.4) Ilpomsna(u) B KpaTkara xapakTepucTuka Ha MPOAYKTa, NAHHUTE BBPXY
ONAKOBKUTE WJIM JIMCTOBKaTa BbB BpPb3Ka C HOBU JaHHM 3a KaueCTBOTO, NPEIKIMHUYHUTE U
KIIMHUYHUTE JIaHHU WIK JaHHUTE 3a JiekapcTBeHa OezonacHocT-Tum Il - Axryanusupane Ha KXII u
JIIT B choTBETCTBHE ¢ OCHOBHATA (hupMeHa nHpopmanus 3a 6ezonacaoct (CCDS v4).

3. Nme (cBobomno m3bpano) Ha nekapcrBeHus npoaykr: CLOTRIMAZOL GSK 1 % cream
INN/AB: Clotrimazole TToka3anwust: ITpoxykTsT chabpika clotrimazole u e mokasaH 3a JIOKAJTHO
JIeYEeHHUE Ha:

- BCHUYKHM JIEPMAaTOMHUKO3M, NPHUUYMHEHHU OT IUIECEHM U JPYrM I'bOMYKM (HAmpUMep BHJIOBE OT
Trichophyton), BkimtounTenHo nepmaropurosa (ringworm);

- reOMYHY nHekuK, npuunHeHu ot Candida u Apyru 4yBCTBUTENHH MAaTOreHu kato Staphylococci u
Bacteroides, Ho He cpenty Lactobacilli;

- KOXKHHU 3200J1sIBaHUs, TOKA3BaIM BTOPUYHA HHPEKIHS C Te3H I'bONYUKH;

- KaHJU03€H OOPUB OT MEJICHU, BYJIBUT U OAJIaHUT;

- pityriasis versicolor;

- epUTpa3zMa.

ITpomenn: B.1.4 (C.1.4) IIpomsHa(n) B Kparkara xapakTepucTHka Ha HpPOAYKTa, JAHHHUTE BBPXY
ONAaKOBKUTE WU JIMCTOBKATa BBB BPB3KA C HOBH JAaHHH 32 KA4eCTBOTO, MPEIKIMHUYHHUTE U
KJIMHUYHHUTE JaHHU WU JaHHWUTE 3a JiekapcTBeHa Oe3onacHocT-Tur II - Akryanusupane Ha KXIT B T.
5.3 IlpeaxknuHUYHU JaHHU 3a 0€30MAcCHOCT, PEAAKIIMOHHU TOMPaBKH B TEKCTa M aKTyalH3allus
cbriiacHo Hactosiust QRD maGioH.

4. Nme (cBoOomHO m30pano) Ha nekapcrBeHus npoaykr: CLOTRIMAZOL GSK 100 mg vaginal
tablets

INN/AB: Clotrimazole

[Tokazanus: JleueHue Ha BaruHUT, puunHeH oT reonuku Candida.

ITpomenn:B.1.4 (C.1.4) Ilpomsna(u) B Kparkata XapakTepucTMKa Ha NPOJYKTa, JAHHUTE BBPXY
OMAKOBKUTE WM JHMCTOBKAaTa BbB Bpb3Ka C HOBHM JAHHU 3a KAadeCTBOTO, NPEAKIMHUYHHUTE M
KJIMHUYHHUTE JJaHHU UM JaHHUTE 3a JiekapcTBeHa 6e3onacHocT-Tur II - Akryanusupane na KXIT B T.
4.2 Jlo3upoBKa M HA4MH Ha NpWiIokeHue, T. 4.4 CnenuanHu NpeaynpexIeHus U Mpeana3Hu MEepKH
npu ynorpeoa, T. 4.6 @eprunuret, OpeMEHHOCT U KbpPMEHE, T. 4.8 Hexenanu gexapcTBEHH peakLuu U
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T. 5.3 IlpeAKIMHUYHYU JaHHU 3a 0€30MacHOCT, U choTBeTHUTE yacTu oT JIII, pegakioHHM monpaBku
B TEKCTa U aKTyalu3aus cbriaacHo Hactoaums QRD mrabioH.

5. NUme (cBoOOomHO m30pano) Ha yekapctBenus nponykt: DOLTARD 30 mg prolonged-release
tablets

INN/AB: Morphine

IToka3zanus: JleueHre Ha CUIIHAa XpOHUYHA OOJIKA.

IIpomenu: B.1.4 (C.1.4) Ilpomsna(u) B KpaTkara xapakTepucTUka Ha HPOAYKTA, JAHHUTE BbPXY
OIIAKOBKUTE WJIM JIMCTOBKAaTa BbB BPb3KAa C HOBU JAaHHM 3@ KadyeCTBOTO, NPEAKIMHUYHHUTE U
KIMHUYHHUTE TaHHU WIK JaHHUTE 3a JekapcTBeHa O6e3onmacHocT-Tun Il - Akryanusupane va KXII u
JIIT B choteTcTBHE € akTyanuzupanus CCDS v.4.0.

6. me (cB0OOIHO M30pano) Ha tekapcTBenus npoaykr: ESPUMISAN 40 mg soft capsules
INN/AB: Silicones

[Tokazanus: - 3a CUMIITOMATUYHO JICYEHHE HA CTOMAILHO-UYPEBHU OIIAKBAHUS, CBbP3aHU C ra3oBe,
KaTo HallpuMep METCOPU3bM, (PrIaTysIeHIIHs

-KaTto amarHocTHYHO CpeACTBO 3a KOpeMHara o0JacT, HampuMmMep MpH peHTreHorpagcko u
YITPa3ByKOBO U3CJIE/IBaHE

Ecnymu3san e moka3sas 3a jena Haja 6 TOJAMHHU, IOHOIIU U Bh3PACTHHU.

IIpomenu:B.1.4 (C.1.4) Ilpomsana(u) B KpaTkata xapakTepucTHKa Ha NIpPOAYKTa, JAHHUTE BBPXY
OMAaKOBKUTE WM JHUCTOBKaTa BbB BpPb3Ka C HOBU JaHHH 3a KAayeCTBOTO, NPEIKIUHUYHUTE U
KJIIMHUYHUTE JAHHU WM JaHHUTE 3a JiekapcTBeHa 6e3onacHocT-Tur Il - Axkryanusupane na KXII B T.
4.8 Hexxenanu JieKapCTBEHU peaklMu U choTBeTHUA pazaen Ha JIII, ¢ nen BkitouBane Ha nHGOpManus
3a BBKMOYKHU PEAKIIMU HA CBPBbXUYCTBUTEIHOCT, B3 OCHOBA HA HOBH HaYYHH JIaHHU 3a 0€30IaCHOCT,
noakpeneHo ot Clinical Overview.

7. Nme (cBoOomHO m30pano) Ha jekapctBenus npoaykr: ESPUMISAN L 40 mg/ml oral drops,
emulsion

INN/AB: Silicones

[Tokazanusa: 3a CHUMNTOMATHMYHO JIEUEHHWE HA CTOMAIHO-UYPEBHU OIUIAKBaHMS, CBBpP3aHU CbC
3HAYUTENHO He(U3MOJOTUYHO HATPYNMBaHE Ha Ta30Be (HAMPUMEP METEOPH3bM U KOWIMKH TpU
KbpMauera)

- Karo nuarHoctTuuHO CpeacTBO MpH HM3CJEBaHE HA KOpeMHaTa 00JacT, HampuMep PEHTTeHOBO,
yITPa3BYKOBO, U KaTo J100aBKa KbM CYCIEH3UUTE C KOHTPACTHA MaTepus

- KaTto cpencTBo 3a mpemaxBaHe Ha MsiHA TP MTHTOKCUKALIMK C TEH3UAU

ITIpomenu:B.1.4 (C.1.4) Ilpomsana(u) B KpaTkata xapakTepucTHKa Ha NHpPOAYKTa, JAHHHUTE BBPXY
OMAaKOBKUTE WJIM JHMCTOBKAaTa BbB BpPb3KAa C HOBH JaHHU 3a KayeCTBOTO, MNPEIKIMHUYHUTE H
KJIMHUYHUTE JAHHU WM JaHHUTE 3a JiekapcTBeHa 6e3onacHocT-Tur Il - Axkryanusupane na KXII B T.
4.8 Hexxenanu JIekapCTBEHU peaklMu U choTBeTHUA paszaen Ha JII1, ¢ en BkitouBaHne Ha WHGOpMaIus
3a BBKMOYKHU PEaKIIMM Ha CBPbXUYCTBUTEIHOCT, Bb3 OCHOBA Ha HOBM HAayYHU JaHHHU 3a O€3011aCHOCT,
nonkperneHo ot Clinical Overview.

V. AOKJIAJIBAHE HA JIII, ora0:xeH(u) ¢ pemienue Ha CK u 1pyru BbIpocu, CBbpP3aHu
¢ JIeKapCTBEHATAa peryJanus Wi Ipyro.

1. INN/AB: Suxamethonium chloride

2. INN/AB: Suxamethonium chloride
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[Tokazanus: IIpouenypu, KOUTO U3UCKBAT KPATKOTPAHA PEJIAKCALIMSA HA CKEJIETHATa MYCKyJarypa -
SHJIOTpaxeayiHaTa HWHTYOAalus 3a XHUPYPrUYECKH HWHTEPBEHIIMM, HaMECTBaHE Ha (QPaKTypu W
JMCIIOKaIMK, 00JIeKUYaBaHe Ha KPaMIIUTE TI0 BpEME Ha €IeKTPOIIOKOBA Tepariusl.

Pexxum Ha otryckane: I1o nekapcko npeanucanue
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