KJIIT Ne 5/17.06.2024

N3ITBJIHUTEJIHA ATEHIUSA 11O JIEKAPCTBATA

KOMUCHA 3A JIEKAPCTBEHU ITPOAYKTHU

JTHEBEH PEJ

Ha 3aceqanue Ne 5/17.06.2024

. Jexnapupane ot ywieHoBere Ha KJIII u or excneprure u3BbH cberaBa Ha KJIII Ha Bceku

MNOTCHIMAJCH KOH(l)J'II/IKT HAa UHTEPECH 110 OTHOLICHHUEC HA BCAKA TOYKA OT JTHEBHUS pea HA KUIII.

. JlekapcrBen(n) npoaykr(u), kanauaarcream(u) 3a PASPEHLIEHUE 3A YIIOTPEBA
/PETUCTPALMS no 4n.35/ un.37 ot 3JIIIXM/ PASHINPAABAHE HA OBXBATA HA PY no
HAIMOHAJIHA TIPOLeAYpa.

1. INN/AB: Iron (111)-hydroxide sucrose complex

[Tokazanwus: [IpoaykTsT chabpika Iron sucrose (as Iron (III) hydroxidesucrose complex) u e moka3zan
3a JIeYeHHe Ha XKeJe3eH Je(ULUT IPU CICAHUTE ChCTOSHUS:

- Korato e Hanwie KIMHAYHA HYX/1a 0T Obp30 HabaBsHE HA KEIA30.

- [Ipu nanyieHTH, KOUTO HE TOJIEpUPAT MEepOpalIeH JKeJIe3eH MPUEM UM He ClIa3BaT Ha3HAuYCHUTA.

- [Ipu aKTHBHO BB3MATMTENHO 3a00JIIBaHE HA YepBaTa, KBAETO KEJIE3HUTE MPOIYKTH 3a TIEPOPATHO
IIPUIIOKEHHE He ca e(PEeKTUBHU.

- [Ipu xpoHr4HO OBOpEUHO 3a00JIABaHE, KOTATO KEIE3HUTE MPOJAYKTH 32 TIEPOPATHO MPUITIOKEHHE ca
M0-MaJIKO €(EeKTHBHH.

Jlnaraosara Ha )eJe3eH IeUIHT TPIOBa J1a ce OCHOBABAa HA MOIXOISIIH JTaO0paTOPHH U3CIIeIBAHUS
(namp. xemorsio6uH (Hb), cepymen depurtun, tpancpeputnnono Hacumane (TSAT), cepyMHO xensi30

U ap.).

2. INN/AB: Dapagliflozin

IToka3zanus: 3axapeH nuabder Tum 2

HNananu¢ e mokasaH IpHu Bb3pacTHU U Jella Ha Bb3pacT Ha 10 u moBeue roavHU, 3a JIEYEHHE Ha
HEI0CTaThUHO KOHTPOJIMPAH 3aXapeH 1uadeT TUM 2 KaTo Jo0aBKa KbM JeTa U (pU3nuecKka akTUBHOCT:
- KAaTo MOHOTepamnus, Korato ymorpebaTa Ha MeT(GOPMUH ce CMsATa 3a HEyMECTHa IOpaiu
HETMOHOCUMOCT;

- KaTo A00aBKa KbM JPYTHU JEKapCTBEHU MPOIYKTH 3a JIeUeHHE Ha 1uadeT TuIl 2.

3a pesynrature OT MpPOYYBaHMA MO OTHOIIEHHE HAa KOMOMHAIMS Ha TepanuH, epeKTH BbpXY
[NIMKEMUYHUS KOHTPOJI, CBHPAEYHOCHAOBUTE M OBOpEUHUTE CBHOUTHS, KAaKTO M MPOYyYBAHUTE
MOMYJAaluY, BUXKTe Touku 4.4, 4.5 u 5.1.

Cppaedna HETOCTaTBYHOCT

HNamanud e mokazaH NpU BB3pAaCTHU 3a JICUEHHE HAa CHMITOMAaTHMYHA XPOHUYHA ChpeYHA
HE/I0CTaThYHOCT.

XpoHnuHO ObOpeyHO 3a009BaHe

Jananu¢ e nokasaH Npu Bb3pacTHHU 3a JI€UEHUE Ha XPOHUYHO ObOpeyHO 3a00IIBaHe.

3. INN/AB: Dapagliflozin

IToxa3zanus: 3axapeH nuaber tur 2

Jananud e moka3zaH TpH BB3PACTHU M Jiella Ha BBh3pacT Ha 10 u moBede TOJWHMU, 33 JICUCHHE HA

HEJO0CTAaThUHO KOHTPOJIMPAH 3aXapeH NuadeT THI 2 KaTo J00aBKa KbM AreTa U GU3NIECKa aKTUBHOCT:
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- KAaro MOHOTepamnus, Korato ymnorpebaTta Ha MeT(GOpPMUH ce€ CMsTa 3a HEyMecTHa Iopaau
HETIOHOCHMOCT;

- KaTo J00aBKa KbM JPYTHU JIEKAPCTBEHU MPOJYKTH 3a JIEYEHUE Ha AUadeT Tyl 2.

3a pesynTature OT NPOYYBAHHMSA IO OTHOIIEHHWE HAa KOMOMHAIMS Ha Tepanuu, ePeKTH BBpPXY
IJIMKEMUYHUS KOHTPOJI, ChPACYHOCHIOBUTE M OBOpeUHUTE CHOUTHS, KAKTO M IPOYYBAHUTE
[OMyJIaluy, BUxTe Touku 4.4, 4.5 u 5.1.

CppaedHa HEJOCTATBYHOCT

HNamanmud e mokazaH HpuM BB3pAaCTHU 3a JICUEHHE HA CHMIOTOMAaTHYHA XPOHUYHA ChpACYHA
HE/I0CTaThUHOCT.

XpoHnuHO ObOpeyHO 3a00ABaHEe

Hananud e nokasaH npu Bb3pacTHU 3a JIEYEHHE Ha XPOHUYHO OBOpedHo 3a0o0iisBaHe.

4. INN/AB: Alfuzosin

[Tokazanwus: IIponykTsT chabpxa Andy3o3unoB xunpoxiopun (Alfuzosin hydrochloride) u e mokaszan
3a JleyeHHEe Ha (YHKIMOHAIHUTE CHMITOMH Ha JoOpokadecTBeHa (OCHHMIHEHa) NpocTaTHa
xurepTpodus. AIIOBaHTHO JICYCHHE KbM KaTeTEPHU3AIMATA IPU OCTPA PETEHIIHS Ha ypUHA, CBbpP3aHa
c OCHUTHEHA MPOCTaTHA XUIEPTPOHSL.

5. INN/AB: Fosfomycin trometamol

[MTokazanwus: [IpogykTsT chabpixka Fosfomycin trometamol u e mokazan npu (Bx. Touka 5.1 na KXII):
- JIeYEHHE Ha HeYCI0XKHEeHA MH(EKIMs Ha MUKOYHUSA MEXYP/IIUCTUT, IPU )KEHU U ICBOUKH.
OOCDYPAIJI ce u3monsBa KaTo aHTHOMOTHYHA MPO(UIAKTHKA NPHU TpaHCPEKTaIHA OMOICHS Ha
npocTaraTa Ipu MbKe.

Tps6Ba na ce 00bpHE BHUMaHUE HA OPUIMAITHOTO PHKOBOACTBO OTHOCHO MOIXOAAIIaTa yroTpeda Ha
aHTHOAKTepUAIHU areHTH.

6. INN/AB: Chloropyramine hydrochloride

[TpuTexaren Ha paszpemenueto 3a ynorpeda: JAHCOH-BI' OO/, brarapus

3asBnenue: Ne36032/24.08.2023

[Tokazanus: [IponykTsT chabpxka chloropyramine hydrochloride u e mokasan npu Bb3pacTHu, ena U
KbpMaudeTa Ha Bb3pacT Haj | mecel 3a:

- CUMIITOMaTUYHO JIEYEHHE Ha CE30HEH aJIeprUieH PUHUT U KOHIOHKTUBUT, YpTUKApHS,
nepMorpadu3bM, KOHTAKTEH JI€PMATHUT, JIGKAPCTBEHU W XPAHUTEJIHU aJepruu, yXamBaHUS OT
HAcCeKOMH, MIPYPUTYC;

- AJITOBaHTHO JIeUe€HHUE MPU CUCTEMHU aHA()UIAKTUYHH PEAKIIMU U aHTHOEIeM

7. INN/AB: Pantoprazole

ITokazanus: [Ipu Bb3pacTHU 3a JIEUEHUE HA:

- ractpoe3zodareanna pedaykcHa 60JecT;

- CTOMAIIIHA ¥ TyO/IeHAJIHA 5I3Ba;

- Cunapowm Ha Zollinger - Ellison u 1pyru naToloruiyHu XUMEPCEKPETOPHU ChCTOSTHUS.

I11. JlekapcTBen(u) npoaykr(u), kanauaarcreau(u) 3a IOJHOBSBAHE na pa3pemenue 3a
ynorpeda 1mo HalMOHAJIHA MpoLeaypa.

1.1me (cBoOOaHO M30pano) Ha tekapcTBenus mpoaykt: ARIPICON 15 mg tablets

INN/AB: Aripiprazole

[TokazaHus: ApUIMKOH € TOKa3aH 3a JIeueHNe Ha MU30(PPEHUs IPU Bb3PAaCTHU U IOHOUIN Ha U HaJl

15 roguHu.

ApUIMKOH € TOKa3aH 3a JICYCHHE HAa YMEPEHHU [0 TEeXKKH MaHUWHU CMU301d TPH OHUIOJISIPHO
aeKTHUBHO Pa3CTPOUCTBO M 3a MPEJOTBpATABaHE HA HOBU MAaHUIHM €NU30AU NMPH BB3PACTHH, KOUTO
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CTpajaT NpPeAMMHO OT MaHUNHM €MU30/M, U YUMTO MAaHUIHM €NU30/U CE MOBIUABAT OT JICYEHUE C
apunumnpaszos (Bx. Touka 5.1)

ApUIIUKOH € IOKa3aH 3a JiedeHue 10 12 ceiMuIy Ha yMEpPEeHM A0 TeXKKH MaHUMHU eNu301u NpH
oumnosnsipHo aeKTUBHO pa3cTpoiicTBO TUN | mpu roHOIIM Ha U Hax 13 roxuHM (BX. Touka 5.1).

2. Ume (cBoOOaHO M30paHo) Ha jekapctBeHus npoaykt: AMOLCON 40 mg/5 mg film-coated
tablets

INN/AB: Olmesartan medoxomil and amlodipine

[Mokaszanus: JleueHne HA eCEHIMATHA XUTIEPTOHHUSL.

AMOJITKOH € IMOKa3aH IPH Bb3PACTHHU NAIUCHTH, YUETO KPHBHO HAISATAHE HE C€ KOHTPOJIHMPA aJeKBATHO
[PY MOHOTEPAITHsI C OJIMecapTaH MEIOKCOMUII HJTH aMJIOTUIUH (BK. Toukd 4.2 u 5.1).

3. Nme (cBoOOaHO M30paHo) Ha aekapctBenus npoaykr: CEFEPIME TENAMYD 500 mg powder
for solution for injection or infusion

INN/AB: Cefepime

[NTokazanwus: Lledennm Tenamuz e moOKa3aH MpH JICYEHUETO HA U30POSHUTE MO-0ITY TEKKH HHPEKIHH,
IPUYMHEHU OT Le(henuM-uyBCTBUTENIHYU MaTOTeHU (BXK. TOUKH 4.4 1 5.1).

[Tpu BB3pacTHU 1 Aena Hax 12 roguirHa Bb3pacT U ¢ TesnecHo Terio ? 40 kg

- ITneBMOHUS

- VYcnoxxnenn nHGEKIUY Ha TUKOYHHUTE ITBTUINA (BKIIOYUTEITHO THETIOHE(PHT)

- YcnoxxHeHH HHTpaabJOMUHAIHU UH(EKLIUU

- [leputonuT, cBBp3aH ¢ nuanusa npu manumeHtn Ha [TAIIJ] (mpoabikurenHa amOynaTopHa
NEPUTOHEAJIHA INAJIN32)

[Ipu BB3pacTHH

- Octpu HH(pEKINN Ha KIBUHUTE IBTUIA

[Ipu nena Ha BB3pact ot 2 Mecena 1o 12 ronunu u ¢ terno ? 40 kg

- ITHeBMOHMS

- VYcnoxHeHr HHQEKIMY Ha TUKOYHUTE IBTUILA (BKIIOUUTETHO MUEIOHEDPUT)

- baktepuanen MeHUHTHUT (BK. Touka 4.4)

JledyeHue Ha MalMeHTH ¢ OaKkTepUeMus, KOATO € CBbp3aHa C WM UMa CbMHEHHUE, Y€ € CBbp3aHa C HAKOs
oT uHpeKkuunuTe, N3OPOSHH MO-Tope.

Hedenum Tenamu Moxe Jja ce U3MOJ3Ba IPU EMIMPUYHOTO JICYEHUE HA Bb3PACTHH, FOHOIIM U Jela
Ha Bb3pacT oT 2 Mecela A0 12 roaunu, ¢ peOpuitHa HEYTPONEeHHUs, KOATO ce Mpe/roiara, 4e ce AbKU
Ha OaktepuanHa uHpekuus. [Ipyu nanueHTy ¢ BUCOK PUCK OT TEXKKU MHPEKIUU (HapuMep MalueHTH,
Ha KOUTO HACKOpO € Oujia U3BbpIleHa TPAHCIIIAHTALM Ha KOCTEH MO3BK, HAllUEHTH ¢ XUITOTOHHS 110
BpEMe Ha II'bPBOHAYAJHUS MpPETJie]l WIN MOCTaBIHETO Ha JIMarHo3ara, MalueHTH ChC ChITBTCTBAIIO
37I0KAQYECTBEHO XEMAaTOJIOTMYHO 3a00yiiBaHE WM TEeXKa, MPOABDKUTENHA HEYTPONEHUS),
aHTUMHKpOOHAaTa MOHOTEpaIus MOXe Jla € Henoaxoasania. Hsama noctarbyHo aHHU B MOJAKpENa Ha
e(pHUKaCHOCTTa Ha MOHOTepanusiTa ¢ nedenum npu Takupa nanueHTd. Kato ce B3eme 1oJ] BHUMaHUE
MHIUBUAYAIHUAT PUCKOB MPOo(dUI HAa MalUeHTa, KOMOMHUpaHaTa Teparnus ¢ aMUHOTJIMKO3U/IEH WIN
TJIMKOTIETITH/IEH aHTUOMOTHUK MOJXKe J1a e npenopbunTenta. Lledpenum Tenamun TpsoBa 1a ce mpuiara
€IHOBPEMEHHO C JPYr'M aHTUOaKTepUadHH CpeJICTBA, KOraTo MpeNroyiaraeMUsT Iuarna3oH OT
OaKTepHaIHU IPUYMHUTENN HE M0IaJa B HErOBUS CIIEKThP Ha JieiicTBHE.

TpabBa na ce oObpHE BHUMaHUE Ha OQUIMATHUTE YKa3aHWs 3a IpaBWIHA YyrnoTpeba Ha
aHTHOAKTEepUATTHU CPEJICTBA.

4. Nme (cBoOOIHO M30paHo) Ha nekaperBenus npoaykt: CEFEPIME TENAMYD 1 g powder for
solution for injection/infusion

INN/AB: Cefepime

[Tokazanus: llepennum e mokazaH 3a JIEYEHHUETO HA H3OPOCHUTE MO-JOTY TEXKKH HHQEKIHH,
MPUIMHEHH OT 1e(penmMM-ayBCTBUTEIIHU MTaTOTeHH (BXK. TOUKH 4.4 1 5.1).
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[Tpu BB3pacTHU U Aena Haja 12 roauinHa Bb3pacT u ¢ TeaecHo terio ? 40 kg:

- [THeBMOHUS

- YcnoxxHeHn HHPEKIIUKA Ha THKOYHUTE IBTHUINA (BKIFOYUTEITHO MTHETOHEPPUT)

- YcnoxHeHN HHTpaadJOMHUHATTHY HHPEKITUU

- [TepuTonuT, cBbp3aH ¢ nauanusa npu nanueHtu Ha [TAILJ] (mpoxbmkuTenHa amOyratopHa
[IEpUTOHEAJIHA AUATIN3A)

[Ipu BB3pacTHu:

- Octpu nH(bEKIIH Ha )KIBYHUTE THTHINA

[Ipu nena Ha BB3pacT ot 2 Mecena 10 12 rogunu u ¢ terio ? 40 kg:

- [THeBMOHUS

- YcnoxxHeHr HHPEKIIUKA Ha TMKOYHUTE MIBTUINA (BKIFOYUTEITHO MTUETOHEPPUT)

- bakrepranen MEHUHIUT (BX. Touka 4.4)

JleyeHnue Ha manMeHTH ¢ OGaKTepUeMus, KOATO € CBbp3aHa C I UMa CbMHEHHUE, Y€ € CBbp3aHa C HIKOS
oT nH(peKIuuTe, N30OPOCHH MO-TOpE.

[edenum Moxe a ce U3MOI3BA IPU EMITUPUYHOTO JICYCHHE Ha Bb3PACTHHU, FOHOIIH U JIella Ha Bb3pacT
ot 2 Mmecena g0 12 romunu, ¢ ¢GeOpuIHA HEYTPOIEHUS, KOSATO C€ IMpearoara, 4e ce ABJDKH Ha
OaxTtepuanna nHdexuus. [Ipy manueHTH ¢ BUCOK PUCK OT TeXKKU MHPEKINU (HanpuMep MalrueHT, Ha
KOUTO HAacKOpo € Owia M3BBpPIICHA TPAHCIUIAHTALUS HA KOCTEH MO3BK, MAIMEHTH C XUIIOTOHHUS 10
BpeMe Ha II'bPBOHAYANHUS MPETJIe/] WM MOCTaBIHETO HA JIMAarHo3ara, MalueHTH ChC ChITBTCTBAIIO
3JI0KAYECTBEHO XEMAaTOJIOTMYHO 3a00isiBAaHE WM TEXKKA, MPOJBIDKUTEIIHA  HEYTPOTICHHS ),
aHTUMHKPOOHATa MOHOTEpAIus MOXe Jla € Henoaxoasmnia. Hsama noctaTbyHO NaHHU B MOJAKpENa Ha
eUKacCHOCTTa Ha MOHOTeparusATa ¢ nedernum npu TakuBa rnanueHTy. Karo ce B3emMe 1o/ BHUMaHHE
WHIUBUAYAIHAS PUCKOB MPOQUI Ha MalydeHTa, KOMOWHUpaHaTa Tepamnus ¢ aMUHOTIUKO3UICH WU
TJIMKONIENITHICH aHTUOMOTHK MOXe Ja ¢ mpernopbuutenHa. lledenum TpsiOBa ma ce mpuiara
€IHOBPEMEHHO C JIpYyId aHTHOAKTepUaTHH CpEACTBa, KOTaTO MpeanojiaraeéMus Auana3oH OT
OaKTepUaTHU MPUYUHUTEIN HE TI0Ma/1a B HETOBUS CIIEKTHP Ha JCHCTBUE.

TpabBa na ce oObpHE BHUMaHUE Ha OQUIMATHUTE YKa3aHWs 3a MpaBWIHA YyIoTpeda Ha
aHTHOAKTEepUATTHU CPEJICTBA.

5. Nme (cBoOOaHO M30pano) Ha nekapcrBenus npoaykt: CEFEPIME TENAMYD 2 g powder for
solution for injection/infusion

INN/AB: Cefepime

[Tokazanus: llepenuM e mokazaH 3a JIEYEHHUETO HA H3OPOCHHUTE MO-JO0TY TEXKKH HHQPEKIHH,
MPUYMHEHU OT [[eenUM-UyBCTBUTEIHN NAaTOreHH (BXK. TOUuku 4.4 u 5.1).

ITpu BB3pacTHU U Aena Haj 12 roauiiHa Bb3pacT U ¢ TenecHo Terio ? 40 kg:

- [THeBMOHUS

- VYcnoxxHeHn HHPEKIUN Ha MUKOYHUTE MTBTUINA (BKIIOYUTEITHO MHETOHE(PUT)

- VYcnoxxHeHn HHTPaadJOMUHATHA HH(EKITUH

- [TeputonuT, cBBp3aH ¢ auanusa npu nauueHTtd Ha [TAIIJ] (mpoabikurenHa amOynaTopHa
TIEPUTOHEATHA TUAJTN3a)

IIpu BB3pacTHHU:

- Octpu nH(pEeKINH Ha KIBYHUTE IBTUILA

[Tpu mena Ha BB3pacT oT 2 Mecena 10 12 ronunu u ¢ tero ? 40 kg:

- [THeBMOHUS

- VYcnoxHeHr HHQEKIMN Ha TUKOYHUTE IBTHILA (BKIIOUUTETHO MUEIOHEDPUT)

- bakrepuanen MeHUHTUT (BXK. Touka 4.4)

JleyeHnune Ha manMeHTH ¢ OGakTeprueMus, KOATO € CBbp3aHa C WJIM UMa CbMHEHHE, Y€ € CBbp3aHa C HIKOS
oT uH(peKIunTe, N3OPOCHH MO-TOpE.

[edenum mMoxe 1a ce N3I0JI13Ba IPU EMIMPUYHOTO JIEUCHHE Ha Bb3PACTHH, IOHOILH U JIEl1a Ha Bb3PacT
oT 2 mecena 10 12 romunu, ¢ (eOpuiiHa HEYTPONEHHUS, KOSATO Ce IMpenarnojara, uye ce IbJDKH Ha
OakrepuanHa nH(peknus. [Ipy manueHTy ¢ BUCOK PUCK OT T€XKH HHPEKIIUU (HampuMep MaIlueHTH, Ha
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KOUTO HACKOPO € Omiia M3BBbpIICHA TPAHCIUIAHTAIUSI HA KOCTEH MO3BK, MAllUEHTH C XUIIOTOHHUS IO
BpEME Ha I'bPBOHAYAJIHUS IPETJIe] WIN MOCTaBSHETO HA JMArHo3ara, MalUueHTH CbhC ChITBTCTBAIO
3JI0KQYECTBEHO XEMAaTOJIOTUYHO 3a0oisiBaHe WM TEXKKa, MPOIBIDKUTEIHA HEYTPOICHHUS),
AHTUMUKPOOHATa MOHOTEpANHs MOXKE J1a € Hemoaxosma. Hima qocTarpyHo JaHHM B MOJAKpeNna Ha
euKacHOCTTa Ha MOHOTepanusiTa ¢ nedenum Npu TakuBa nanueHTd. Karo ce B3eme 1ol BHUMaHHe
WH/MBUYAJIHUSI PUCKOB MPO(GWI HA MaeHTa, KOMOMHUpaHATa Tepanus ¢ aMUHOTIMKO3HUICH WU
TVIMKOMENTUICH aHTUOMOTUK MOXe Ja € npenopbuutenHa. lledenum TpsiOBa na ce mnpunara
€IHOBPEMEHHO C JApPYrd aHTUOAKTEpUAIHU CpPEACTBA, KOTaTO MpearojiaraeMusi JWama3oH OT
OaxkTepua HU MPUYUHUTENN HE TI0Tajia B HETOBUS CIIEKThP Ha JICHCTBUE.

TpsbBa na ce oObpHE BHHMaHWE Ha OQUIMATHUTE YKa3aHWs 3a IMpaBHJIHA yIoTpeda Ha
aHTHOAKTepUAIHU CPECTBA.

6. Nme (cBOOOAHO M30paHo) Ha jekapctBeHus mpoaykr: IZOREKS DUOMAX 100 mg/ml syrup
INN/AB: Inosine pranobex

[Tokazanusa: U3OPEKC JYOMAKC cupon e noka3as:

a) Kato numyHomoyaTop mpu JieueHue Ha MalUeHTH ¢ KMYHOICTIPECUBHU ChCTOSIHUS U
MIEPCUCTUPAILN BUPYCHU MH(EKIINHU, KATO MOJOCTHP CKIEpO3Upall MaHeHIePaInuT, XepIec

cuMIuieke tum 1 u 2.

b) 3a neyenue Ha pelUIUBUPALL XEPIIEC CUMITIEKC THI 1 u 2.

c¢) Karo monbiiHeHHE TipH JIeUeHUE Ha TCHUTATHN OpaTaBUIIH.

7. Nme (cBoOOaHO M30pano) Ha ekapcTBenus npoaykt: MY CODEFEN 8 % medicated nail lacquer
INN/AB: Ciclopirox
[Tokazanus: JledeHne Ha MUKOTHYHH 3a00JIIBaHHS HA HOKTUTE (OHUXOMHKO032)

8.me (cBoOomHO w30OpaHo) Ha JjekapctBeHus mnpoaykt: VIRUPRINOL 50 mg/ml syrup
INN/AB: Inosine pranobex

[Tokazanus: [IpoaykTsT chabpika Inosine acedoben dimepranol u e mokaszan npu

nena Haja | roanHa, BB3PAaCTHU M JIMIA B CTapyecKa Bb3pacT :

Karo mmyHOMOMynaTop NMpH MOTHCHAT WM yBpEIeH KIEThUeH WMYHUTET WIH 3a JICYCHUE WIIH
MOBJIHMSBaHE HA KIIMHUYHATA CUMIITOMATHKA TIPH BUPYCHU MH(PEKIMU KaTo:

- TpUN ¥ BUPYCHHU WH(EKITUH, 3aCATALIN TOPHUTE TUXATEITHA ITBTUIIIA;

- XepIec CUMILIEKC U XepIec 30CTep;

- BUPYCHU XCMaTHTH;

- nHeKIMo3HU 3a00sBanu (pyOeona, Bapuliena, MOpOWIH, 3ayliKa, IpuI);

- BUPYCHH WH(EKIINU HA IUXATEITHUTE ITHTHIIA;

- IUTOMETaJOBUPYCHA MH(PEKIUS;

- HH(EKIMO3Ha MOHOHYKJIE034,

- a)TO3eH CTOMATHT;

- TOJTOCTBP CKIIEPO3HpAIL TTAaHEHIIEPaITUT.

B xomrutekcHara Tepanus Ha ManuioMa BUPYCHU HH(MEKIMH (KOHAWIOMAaTa akyMUHATA).

JlexapcrBen(u) mpoaykr(u), kanauaarcreaii(u) 3a IPOMSIHA Ha pa3pemienue 3a ynorpeoa

1. me (cBoboaHO n30pano) Ha jgekapctBenus npoaykr: DESLORATADINE SOPHARMA 5 mg
film-coated tablets

INN/AB: Desloratadine

[Tokazanus: [lecnoparagun Codapma e mokasaH npu Bb3pacTHU M FOHOIIM HA 12 U 1MoBeue TOUHU 32
o0JieKyaBaHe HAa CHMITOMUTE Ha!

- aJilepru4eH pUHUT
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- ypTUKapus
Kanaunarcrsa 3a: [IPOMSHA
[Tpomenu: Ilpomsina B pexkuma Ha nipeanucBane-Tun II - [Ipomenst ce pexkuma Ha otiryckane ot "[lo

JIeKapcko npeanucanue’ Ha "bes gexkapcko npeanucanue’.

2. Ume (cBoOOaHO M30paHo) Ha JyiekapctBenus npoaykt: OSPEXIN 500 mg film-coated tablets
INN/AB: Cefalexin

[Tokazanwus: Jleku 10 yMepeHO TeKKU MH(EKINU, IPUYMHEHN OT YyBCTBUTEIHU Ha 11e(aTOCTIOPUHU
MUKPOOPIraHu3MH, Hanp.: MHQeKun Ha TUKOY0-TI0JI0BaTa CUCTEMa, BKII. MPOCTATUT, TPUYUHEH OT
E. coli, Pr. mirabilis u Klebsiellae. Mupexkunn Ha KOkata ¥ MEKUTEC THKAaHU, MPUYUHEHH OT
cTaUIIOKOKH W/ WA CTPEITOKOKH

Wudexun Ha KOCTUTE U CTaBUTE, BKJI. OCTEOMHEIHUT, IPUYMHEH OT cTapMIOKOKH u/min Pr. mirabilis
WNudexnun Ha pecniupaTopHUs TPAKT, MPUYMHEHH OT S. pneumoniae U rpymna A 0eTa-XeMOJIUTUYHU
CTPENTOKOKH

Otutrc Meaua u hapuHTUT, TpUUUHEHH OT S. pneumoniae, H. influenzae, staphylococci, streptococci
u Neisseria catarrhalis.

B cromaronorusita- undexkunn, npuunHeHu ot staphylococci u/unu streptococci.

[TpoxbmxeHne Ha MbPBOHAYAIHA TTApEHTEpaTHA TePaIus ¢ 1easoCIIOpUHU.

Kannunarcrsa 3a: [IPOMSIHA

[Ipomenu: B.1.4 (C.1.4) IIpomsna(un) B Kparkata xapakTepucTHKa Ha IMPOJYKTa, AAHHUTE BBPXY
ONAaKOBKUTE WJIM JIMCTOBKAaTa BHB BPb3KAa C HOBU JIaHHM 3a KAueCTBOTO, NPEAKIMHUYHUTE H
KIMHAYHUTE TaHHHU WIM JaHHWUTE 3a JiekapcTBeHa Oe3zomacHocT-Tum 11 - Akryanusupane na KXII u
JITT, cwraacuo Core Data Sheet, version 04 (CDS v04).

3. Nme (cBoOOIHO M30paHo) Ha nekapctBenus npoaykt: OSPEXIN 1000 mg film - coated tablets
INN/AB: Cefalexin

ITokazanus: Jleku 10 yMepeHO TeXKU MH(EKLINHU, IPUYMHEHH OT YyBCTBUTEIIHU Ha 1e(aloCTIOPUHH
MHUKPOOPTaHU3MH, HaI.:

WNudexun Ha NMKOYO-TIOJOBaTa CUCTEMA, BKJ. MPOCTATUT, npuuumHeH oT E. coli, Pr. mirabilis u
Klebsiellae

WNudexun Ha KokaTa U MEKUTE ThbKaHU, IPUUYUHEHH OT CTAQHUIOKOKH U/UIU CTPENITOKOKH
WNH(pexunn Ha KOCTUTE U CTaBUTE, BKJI. OCTEOMUEIUT, IPUUYMUHEH OT CTaQHIOKOKU W/uiu Pr. mirabilis
Wudexun Ha peciupaTopHUs TPAKT, IPUUYMHEHH OT S. pneumoniae U rpyna A 6eTa-XxeMOJIUTHYHU
CTPENTOKOKH

Otutuc Meaua u GpapuHruT, IPUYMHEHH OT S. pneumoniae, H. influenzae, staphylococci, streptococci
u Neisseria catarrhalis.

B cromaronorusra- nngexuuu, npuuuHeHu ot staphylococci u/unu streptococci.

[TpoxbmxeHe Ha MbPBOHAYATHA TTApEHTEpATHA TEPAITUs C 1e(aTOCTIOPHHU.

Kannunarcrsa 3a: [IPOMSIHA

[Ipomenu: B.1.4 (C.1.4) IIpomsana(un) B Kparkara xapakTrepucThKa Ha MPOJYKTa, JTaHHUTE BBPXY
OMAKOBKUTE MWJIM JIMCTOBKAaTa BBB Bpb3KAa C HOBU JAaHHU 32 KAuyeCTBOTO, MPEIKIMHUYHUTE H
KJIMHUYHUTE JIaHHU WK JJaHHUTE 3a jekapcTtBeHa Oe3onacHocT-Tun Il - Axryanusupane na KXII u
JIIT, cerimacuo Core Data Sheet, version 04 (CDS v04).

4. Nme (cBoOOmHO W30paHo) Ha sekapcrBenus mpoaykt: LEGALON 140 mg capsules hard
INN/AB: Silymarin

[Tokazanus: ToxcuyHM 4epHOAPOOHU YBPEKIAHHS. 3a MOIIBPXKAIIO JICYCHHE MPU BBH3MATHTECITHU
3a00/15BaHUsI HA YepHUSA Ipo0 (XemaTUTH OT BHUPYCEH W APYT MPOU3XOM). 3a mpodriiakTuka mpu
MPEIUPOTHYHU M IUPOTUIHH YEPHOAPOOHU CHCTOSHUS.

Kagmnnarctsa 3a: [IPOMSIHA
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[Tpomenu: B.1.4 (C.1.4) IIpomsna(u) B Kparkata xapakTepuCTHKa Ha MPOAYKTA, JAHHUTE BBPXY
OMAaKOBKUTE WJIM JIUCTOBKaTa BHB BPB3KA C HOBU JaHHU 3a Ka4yeCTBOTO, MPEIKIUHUYHUTE U
KIIMHUYHUTE JaHHU WIM JaHHUTe 3a JekapcrBeHa Oe3zomacHocT-Tun II - AkTyanusupane Ha
npoaykroBarta wHGopmanus (KXILJIII, naHHM BBpPXYy OMAKOBKATE M MAaKeTH Ha OMAKOBKHUTE), B
crotBeTcTBUE ¢ HacTosmust Company Core Data Sheet (CCDS) Version 17 Oct 2023.

5. Hme (cBoObomno wu3Opano) Ha JekapctBenus mpoaykt: NIZORAL 2 % cream
INN/AB: Ketoconazole

[Tokazanus: 3a JOKaJIHO MPUJIOKEHUE MPH JICYCHUETO Ha JIepMaTouTHH MHGPEKIMU Ha KoXKaTa:
JIepMaTOMHKO3H Ha TSJIOTO, Ha phIieTe, OSAPEHUTE CBUBKH U Kpakarta, mpuduHeHu oT Trichophyton
rubrum, Trichophyton mentagrophytes, Microsporum canis u Epidermophyton floccosum, kakto u
IpU JICUCHHETO Ha KaHIMI03a HAa KOXAaTa M Pa3HOIBETEH JMIIeH. 3a JeuyeHHeTo Ha cebopeeH
JepMaTUT-ChCTOSIHIE Ha KOXKaTa,CBbP3aHo ¢ HAIMYMEeTO Ha Pityrosporum ovale.

Kanaunarcrsa 3a: [IPOMSHA

[Ipomenu: Ilpomsna B pexxuma Ha npeanucBane-Tun II - ITpomens ce pexxuma Ha otyckane ot "Ilo
JIeKapcko npeanucanue’ Ha "be3 gekapcko npeanucanue’.
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