KJIIT Ne 6/26.06.2023

M3ITBJIHUTEJIHA ATEHIUA 110 JIEKAPCTBATA

KOMUCHA 3A JIEKAPCTBEHHU ITPOAYKTHU

JTHEBEH PEJ

Ha 3aceqanue Ne 6/26.06.2023

l. Hexnapupane ot 4yieHosere Ha KJIII u or ekcneprure u3BbH cberaBa Ha KJUIII Ha
BCCKH INMOTCHIHAJCH KOHGIUKT HAa MHTEPECH N0 OTHOLICHHE HA 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: Alteplase

[Toxazanust: TpoMOOIUTHYHO JIEYCHHE TIPU OCTHP MH(APKT Ha MHOKapIa

- yckopeH 90 MUHYTEH peXUM Ha J103upaHe (Bxk. Touka 4.2): Mpu MalMeHTH, P KOUTO JICYCHUETO
MO3Ke Ja Ob/ie 3alI0YHATO B paMKUTE Ha 6 yaca OT 1osiBaTa Ha CUMIITOMMTE.

- 3 4acoB pexUM Ha Jo3upaHe (BK. Touka 4.2): mpu NaUeHTH, IPU KOUTO JICYEHUETO MOXKe Ja Obe
3alo4yHaTo MEXIy 6-12 yac ciex nosiBata Ha CUMIITOMHUTE U IIPU KOUTO JUArHo3ara € MoTBbp/IeHa.
Hoxkazano e, ue AKTUJIN3E namansaBa cMbpTHOCTTa A0 30-Us JCH NPH NAllUEHTH C OCTbP MHPAPKT
Ha MUOKap[a.

TpoMOOIUTUYHO JleYeHHE Ha OCThP MAacCUBEH 0eyopoOeH eMOOIu3bM C XeMOAMHAMHUYHA
HECTaOUITHOCT.

Jlnaruosara TpsiOBa ga ObJie MOTBBP/IEHA, AKO € Bh3MOKHO C OOEKTHMBHM METO/IM Ha U3CIIe/IBaHE KaTo
oenoapoOHa anruorpadus WIM HEWHBA3WBHM METOJU, Karto OenoapoOHO ckaHupane. Hsama
JI0Ka3aTesICcTBa 3a MOJIOXKHUTEIEH e(eKT BbpXY CMBbPTHOCTTA M KbCHATa 3a00JIeBa€MOCT, CBBP3aHU C
oenoapoOHaTa eMOOTHsI.

OUOPUHOTUTUYHO JIEYEHHE HAa OCTHhP UCXEMHUUEH MO3bUEH UHCYIT

Jleuenuero TpsiOBa na OBJE 3aMOYHATO, KOJIKOTO € BB3MOXKHO IMO-CKOPO, B paMKHuTe Ha 4,5 daca oT
nosiBaTa Ha CHUMIITOMMTE Ha MHCYJTa M Clie] M3KJIIOYBaHE Ha MHTpaKpaHUallHa XeMoparus, 4pe3
noaxojsuia oOpa3Ha TeXHMKa (Hamp. KpaHUHAJHAa KOMITIOTbpHA ToMorpadus HiIu JIpyr oOpa3HO
JMAarHOCTHYEH METOJ], YyBCTBUTEJEH 3a HaJIMuue Ha xemoparus). E¢exkTsT oT ledeHneTo 3aBucH ot
BpPEMETO; OPaJH TOBA MO-PAHHOTO JI€UEHUE YBEINYaBa BEPOSITHOCTTA 3a OJaronpusaTeH pe3yirTar.

2. INN/AB: Travoprost
Ilokazanusga: HamansgaBaHe Ha IMOBHUIIIEHOTO BBTPCOYHO HAIATAHE IPU BB3PACTHU MALUCHTHU C OYHA
XHUIIEPTEH3Us WIN OTKPUTOBI'bIIHA IJIayKoMa (BXK. Touka 5.1).
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HamansiBane Ha NOBMILIEHOTO BBTPEOUYHO HaJSTaHe NpU NEAMATPUYHU MALMEHTH Ha BB3PAcT OT 2
Mecena 10 < 18 ToAMHU C 0YHA XUTIEPTEH3HUs UJIH IJIayKoMa B JIeTCKa Bb3pacT (BXK. Touka 5.1).

3. INN/AB: Ibuprofen

[Toxazanus: [IpoaykTsT chabpika ibuprofen u e mokasan 3a CUMITOMATUYHO JIOKAJIHO JICUCHHE U B
KOMIUIEKCHATa Tepanus Ha JieKa JI0 yMepeHa OoJIka M OTOK OT BB3MAIUTEICH WM TpaBMAaTHYCH
MIPOU3XO/I:

- OcreoapTpo3a, B3NATUTEIHN PEBMATHYHH 3a00JIIBaHHS Ha CTABUTE U TPHOHAYHUS CTHIIO;

- CxoBaHocT 1 00JKa BB BpaTa, I'bp0a, KpbCTa, MHAJTHUS;

- Tennunut, OypcuT;

- KonTy3uu, HaBIXBaHMs, U3KBIYBAHUS, PACTSHKCHUS, M APYTH CIIOPTHH U OUTOBH TPABMHU.
[TponyKThT € mpegHa3HAYEH 3a NPUIOKEHHE TIPH BB3PACTHU U Aena Haja 14 roguHu.

4. INN/AB: Ketoprofen

ITokazanus: Keronpoden ABP e moka3aH 3a KpaTKOCPOYHO CHMITOMATHYHO JICYCHHE Ha JieKa J0
yMepeHa 00JIKa ¥ Bb3NAJICHHUE TIPU ChCTOSIHUS KaTo:

- TJIaBO0OINE;

- 3000011

- HeBpaJITHs;

- MEHCTpyasiHa OoJika (IuCMeHopes);

- MYCKYJTHU OOJIKH;

- KOCTHO-CTaBHU OOJIKH.

Keronpoden ABP ¢ mokazaH 3a NpHIOKEHHE MPH IOHOIIM HA BB3pacT 16 TOAMHHM M MOBEYE W IPHU
BB3PACTHH.

5. INN/AB: Troxerutin

[MToxazanwus: [IpogyKThT ChaBbpIKa troxerutin U € MmoKa3aH:

- 32 o0JIeKUaBaHe Ha OTOKA U CBbP3aHUTE C XpPOHUYHATA BEHO3HA HEJOCTAThYHOCT CUMITOMH (yMOpa,
TeXeCcT, MoayBaHe M OOJIKM B KpakaTa, KpaMIlM, NapecTe3uH), KaTo AONBbJIBAllla Tepamnus KbM
€JIACTUYHO-KOMIIPECUOHHUTE YOPaIly;

- BAPUKO3€H JEPMATUT, B KOMIUIEKCHATA TEpAus Ha BAPUKO3HH SI3BH;

- 32 00JIeKYaBaHe Ha CUMIITOMUTE TPH XEMOPOUIH;

- B KOMITJIEKCHaTa Tepanus Ha JumdeneM 1 auadeTHa peTUHONATHS.

6. INN/AB: Metformin hydrochloride

[Tokazanus: Jleuenue Ha 3axapeH quadeT TUI 2 TIPH Bb3PACTHH, 0COOEHO MPU MAIMEHTH ¢ HAITHOPMEHO
TErJI0, KOTaTo MPUIOKEHHETO caMO Ha JueTa U (PU3MUECKU YIpPaXHEHHS HE BOIM O aJeKBaTEH
TJIMKEMUAYEH KOHTPOJL.

Metdocrana XR 500 mg TabneTku ¢ yABIKEHO OCBOOOXKIaBaHE MOKE Ja ce Mpuiara KaTo
MOHOTEpAIUsl WA B KOMOWHAIUS C APYTH MEPOPATTHA aHTUINA0ETHHU JICKAPCTBEHU CPEJICTBA WIIH C
MHCYIJIUH.

[Ipu BB3pacTHM MAIMEHTH C HAIAHOPMEHO TETJI0 U ANA0ET TUIT 2, JIEKyBaHU ¢ MET(OPMHUH KaTo MIbpBa
JTUHUS Tepamnus Cclie]] HeyCcreX Ha JUETUYHHS peXHuM (BXK. Touka 5.1) € ycTaHOBEHO HamallsiBaHe Ha
YCIIOKHEHHUSATA OT Auabdera.
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7. INN/AB: Metformin hydrochloride

[Tokazanus: Jleuenne Ha 3axapeH quadeT TUI 2 TP BH3PACTHU, 0COOEHO MU MALUEHTH C HAJHOPMEHO
TETJI0, KOTraTo MPHJIOKEHUETO caMO Ha JueTa W (PU3WYeCKH YNpaKHEHUs HE BOAM JO aJIeKBaTEH
[JIMKEMUAYEH KOHTPOJL.

Merdocrana XR 750 mg TabneTku ¢ yIBIDKEHO OCBOOOXKIaBaHE MOXKE Ja Ce Mpuiiara KaTo
MOHOTEpANUs WU B KOMOWHAIIMS C APYTd MEPOPATHU aHTHIMAOCTHU JICKAPCTBEHU CPEIICTBA WM C
WHCYIJIUH.

[Tpu BB3pacTHU NMAUEHTH C HAAHOPMEHO TETJI0 U quadeT TUN 2, JIeKyBaHU ¢ METGOPMHUH KaTO MbPBa
JIMHUS Tepamnus cjea HeycleX Ha JUETHYHUS pexuM (BXK. Touka 5.1) € yCTaHOBEHO HaMmallsiBaHE Ha
YCJIOXKHEHHUATA OT Anadera.

8. INN/AB: Metformin hydrochloride

[Tokazanus: Jleuenne Ha 3axapeH quadeT TUIl 2 TP BB3PACTHH, OCOOEHO MPH MAIUEHTH C HAAHOPMEHO
TErj0, KOraro HnpuJIOXKCHHUETO CaMO Ha JHUETa U cbnanecxn YIIpaXXHECHUA HC BOAU OO0 aJACKBATCH
TNIIMKEMHWYCH KOHTPOJI.

Metdocrana XR 1000 mg TabneTku C yIBDKEHO OCBOOOXAAaBaHE MOXE Ja Cce Ipuiiara KaTo
MOHOTEpanus Wik B KOMOWHAIMS C APYTH MEPOPATHA aHTHIUAOETHH JICKAPCTBEHU CPEICTBA WIIH C
HUHCYJIUH.

[Ipu BB3pacTHM MALIMEHTH C HAAHOPMEHO TETJI0 U 1Ua0eT THUII 2, IEKYBaHU C METHOPMHH KaTO IIbpBa
JIMHUSA Tepalus CJICH HCYCIICX Ha JUCTUYHUA PCIKUM (B)K. TOYKa 51) € YCTAHOBCHO HAMAJISIBAHC HA
YCIIOKHEHHUSATA OT AradeTa.

9. INN/AB: Tadalafil

[MTokazanwms: [IpogykTsT chabpika tadalafil u e mokasan 3a

JleyeHue Ha epeKTUIIHA TUC(YHKINS TIPU BH3PACTHU MBXKE.

3a na 0b1e eexTrBeH TaganadUII 3a JIEYCHHE Ha ePEKTUIIHA JTUC(YHKIHS, CE U3UCKBA CEKCyaTHa
CTUMYJTAITHSL.

JleyeHnune Ha mpU3HAIM U CUMIITOMU Ha TOOpOKaueCcTBEHA XUIIEPILIa3us Ha TpocTaTaTa Ipyu Bb3pacTHU
MBIKE.

Tananadgun @apm/leanKkT He € TOKa3aH 3a yrnoTpeda OT )KeHH.

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

1.Mme (cBOOOmHO M30paHo) Ha sekapcTBenus mpoaykt: GLUCOPHAGE XR 1000 mg prolonged-
release tablets

INN/AB: Metformin hydrochloride

[Toxazanus: HamansBane Ha pucka MM 3a0aBsHE Ha pa3BUTHETO HA 3axapeH AuabeT TUN 2 NpHu
BB3pAaCTHU

MAIMEeHTH, MAIMEHTH ¢ HaJIHOPMEHO TETJIO ¢ HapylleH rinoko3eH Tosiepanc (HI'T) w/unum

HapylleHa ra3MeHa ritoko3a Ha riaaano (HI'T), n/unu nosumenu croitHoctu Ha HbAIC,

KOUTO ca:

- C BHCOK PUCK OT pa3BUTHE Ha 3axapeH AuabdeT TUM 2 U

- C mporpecust KbM pa3BUTHE HA 3aXapeH qualdeT TUM 2, BBIIPEKH 3alI04YBaHETO Ha

WHTEH3MBHA NMPOMSHA B HAYMHA HA )KUBOT 3a 3 10 6 Mecena.

Jleuenuero ¢ I'mokodaxk XR Tps6Ba na 6b/1e 0a3upaHo HA OLIEHKA HA pUCKa
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BKJIIOYBAIIA MOAXOASIIN MEPKH 32 TTIMKEMUYEH KOHTPOJI, KAKTO U JOKA3aTEJICTBA 32 BUCOK
KapAHOBACKYJIapeH PUCK.

[IpomMsHaTa B HauMHa Ha ’KMBOTA HA MalMEHTa TPsOBa J1a MPOABILKU MPH 3all0YBAaHE HA TEparus ¢
MET(GOPMHH, OCBEH NMPH HEBB3MOXKHOCT HA MAIMEHTA MOPaIH MEAULIUHCKY TPUIUHU.

-Jleuenue Ha 3axapeH AuabeT TUI 2, IPU Bb3PACTHU, 0COOEHO MPU MALMEHTH C HATHOPMEHO
TErJI0, KOTaTo CaMo UeTa U (PU3NUECKU YIPAKHEHUS HE BOASAT J0 a/IeKBATCH INIMKEMUYEH
koHTpou. ['mokodaxx XR Moxe aa ce mpuiiara Kato MOHOTEpaIus Wid B

KOMOWHAIMS C APYTH MEPOPATHA aHTUINA0STHH JIEKAPCTBEHU MPOILYKTH, UII C HHCYJIHH.

2. me (cBoOOmHO M36pano) Ha jekapcTBenus npoaykr: GLUCOPHAGE XR 500 mg prolonged-
release tablets

INN/AB: Metformin hydrochloride

ITokazanus: HamansBane Ha pucka wiu 3a0aBsiHE Ha PAa3BUTUETO Ha 3axapeH AuadeT Tl 2 npu
Bb3PacTHU

MAIMEeHTH, MAIMEHTH ¢ HAJIHOPMEHO TETJIO ¢ HapyuieH rioko3eH Toiepanc (HI'T) w/umm

HapylleHa I1a3MeHa riroko3a Ha rinaano (HI'T), n/unm nosumenu croiiHocti Ha HbA1C,

KOUTO ca:

- C BHUCOK PHUCK OT pa3BUTHE Ha 3aXapeH AuadeT TUM 2

- C mporpecusi KbM pa3BUTHE HA 3axapeH AualdeT TUIl 2, BBIPEKH 3all0OYBAHETO Ha MHTEH3WMBHA
IIpOMsiHa B HAUMHA Ha )KUBOT 3a 3 110 6 Mecela.

Jleuennero ¢ I'mrokodaxk XR tpsOBa na 6b11e 6a3upaHo HA OLIEHKA HA PUCKA

BKJIFOYBAILA ITOAXOJIAIIN MEPKHU 32 TIIMKEMHUYEH KOHTPOJI, KAKTO U JI0Ka3aTeJICTBA 32 BUCOK
Kap/IMOBACKYJIapPEH PHCK.

IIpomsiHaTa B HAYMHA Ha )KUBOTA HA MAIMEHTa TPsiOBa Aa MPOABIIKYU IPH 3all04YBaHE HA TEPaAIUs C
MeT(GOPMHH, OCBEH NMPH HEBB3MOKHOCT HA MAIIMEHTA MOPAAH MEAULIUHCKHI IPHYUHH.

-Jleduenue Ha 3axapeH AuabeT TUM 2, IPU Bb3PACTHU, 0COOEHO MPU NAILMEHTH ¢ HaIHOPMEHO

TETrJI0, KOTaTO CaMo JTUeTa U (PU3NUECKU YIPAKHEHUS HE BOAST J0 a/IeKBATCH INIMKEMUYEH

koHTpoJ. ['mokogax XR Moxe J1a ce npuiara KaTo MOHOTEpaIus UK B

KOMOWHAIMS C APYTH MEPOPATHHA aHTHIUAOETHH JIEKapCTBEHN MIPOIAYKTH, WIIA C HHCYJIHH.

3. Nme (cBobomHO M30pano) Ha nekapctBenus npoaykt: GLUCOPHAGE XR 750 mg prolonged-
release tablets

INN/AB: Metformin hydrochloride

[Tokazanusa: HamansBane Ha pucka wiu 3a0aBsHE Ha Pa3BUTHMETO Ha 3axapeH auaber Tuml 2 mpu
BB3pacTHU

MalUEeHTH, MAUEHTH ¢ HAJITHOPMEHO TETJI0 ¢ HapyllleH Iioko3eH tosepanc (HI'T) w/mnum

HapylleHa I1a3MeHa riroko3a Ha rinaano (HI'T), n/unm nosumenu croitHoct Ha HbA1C,

KOUTO ca:

- C BHUCOK PHUCK OT pa3BUTHE Ha 3aXapeH AualeT TUM 2 U

- C mporpecusi KbM pa3BUTHE Ha 3aXapeH JUA0ET TUII 2, BBIIPEKH 3alI0YBAHETO Ha

MHTEH3MBHA IPOMsIHA B HAUYMHA Ha JKUBOT 3a 3 10 6 Mecena.

Jlewenueto ¢ I'mokodax XR tpsadOBa na 6b1e 6a3upaHo Ha OIIEHKA HA PUCKa

BKJIIOYBAIIA MOAXOASIIN MEPKH 32 TIIMKEMUYEH KOHTPOJ, KAKTO U JOKA3aTEJICTBA 32 BUCOK
KapAHOBACKYJIapeH PUCK.

[IpomsiHaTa B HaYMHA Ha )KUBOTA Ha MAIMEHTa TPsIOBa Aa MPOABIDKYU MPH 3alI04YBaHE HA TEPaAIHs C
MeT(hOPMHUH, OCBEH ITPU HEBB3MOKHOCT Ha MAlMEHTa MOpaad MEAUIIMHCKHI IPUYHHH.

-Jleduenue Ha 3axapeH AuabeT TUM 2, IPU Bb3PACTHH, 0OCOOEHO MPU MAIMEHTH ¢ HaIHOPMEHO

TErJI0, KOraTo camo JueTa U (U3MYecKd yIpakKHEHUs He BOJST JI0 aJleKBaTeH IITMKEMUYEH

koHTpoJ. ['mokodax XR Moxe J1a ce mpusiara KaTo MOHOTEPAITUS HITH B
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KOMOWHAIMS C APYTH NEPOPATHU aHTUANA0CTHH JIEKAPCTBEHU MPOIYKTH, WIIN C UHCYJIHH.

4. Nme (cBoOoHO M30pano) Ha JiekapcrBenus npoaykT: IBUPROM COLD & FLU 200 mg/6,1 mg
coated tablets

INN/AB: Ibuprofen, combinations

[Tokazanwus: [leproanuHo, 3a o0ekuaBaHe Ha 0OJIKA MIPH TEMIIEpaTypa, 3aIylleH HOC U OKOJIOHOCHU
CHHYCH C TIpUApYyKaBaiia 00JIka B CHHYCHTE B X0/1a HA HACTMHKA WJIM TPUIL.

5. Ime (cBoGOaHO mM30pano) Ha jekapcTBenus npoaykT: MEDOCILLIN 500 mg hard capsules
INN/AB: Amoxicillin

[Tokazanusi: MeIOIMINH € TIOKa3aH 3a JICYCHUE Ha CIICAHUTE MH(EKIIMY NIPU Bh3PACTHH U JIeTa:
Octbp GakTepualieH CUHYUT;

OCTBp OTHT Ha CPETHOTO YXO;

OcCTBp CTPENTOKOKOB TOH3WINT U (DAPUHTHT;

Octpu ek3arepOanuy Ha XpOHUYCH OPOHXHT;

[THeBMOHUS, TpUI00UTA B OOIIECTBOTO;

OcCTbp LUKUCTHT;

AcumnroMatnyaa OakTepuypus 1o Bpeme Ha OpeMEeHHOCTTa;

Octbp nuenonedpur;

Tudounana u naparuponHa Tpecka;

3b0cH abcliec ¢ pa3npoCTPaHsBalll Ce IETYIIHT;

Nudexuuu cnen cTaBHO NMPOTE3UPaAHE;

Epanukanus na Helicobacter pylori ;

JlaiimMcka GouecT.

MenonuianH e oKa3aH ChIIo U 3a MPO(UITAKTHKA Ha CHIOKAP/IUT.

TpsibBa na ce oObpHE BHHMaHWE Ha O(HUIMAIHUTE YyKa3aHHs 3a IpaBHIHATA ymoTrpeda Ha
AHTUOAKTEPUAIIHU areHTH.

6. lme (cBoOOaHO M30paHo) Ha snekapctBenus npoaykt: DIALGIN KIDS 500 mg/ml oral drops,
solution

INN/AB: Metamizole sodium

IToxazanus: [IpoaykTsT chabpixka Metamizole sodium monohydrate u e nmokasan npu:

- Xunepnupekcusi, HEMOBIUABAINA CE OT APYT BHUJ JICUCHNUE;

- 3a moBNMsABaHE HA YMEPEHO A0 CHWJIHO M3pa3eHH OOJKU OT paszivyueH MpOMU3XOJA IpH
riaBodosiure, 3500001, HEBpaITWW, HEBPUTH, MHUAITUH, TPaBMH, W3rapsHUs, XUPYPrUUHU
MHTEPBEHIINHU, TUCMEHOpest, 00K IPU OHKOJIOTUYHHU 3200 ISIBAHUS;

- Knbunu, ObOpeYHH U YPEBHU KOJIMKHU;

- Jlpyru CUJIHU OCTPU MM XPOHUYHHU OOJIKHM, aKO ca MPOTHUBOIOKa3aHH JPYT'H TEpareBTUUHU
MEpKH.

7. Ume (cBoOomHO m30paHo) Ha sekapctBenus npoaykr: PIROXICAM ECOPHARM 10 mg/g
cream

INN/AB: Piroxicam

[Tokazanus: [IpoaykThT chabpka Piroxicam u € moka3zaH 3a JIOKaJTHO CUMITOMATHYHO JIEYEHHE Ha:

- JIeKa 10 yMepeHa MyCKyJiHa 00JIKa;

- OCTPU MYCKYJTHO-CKEJIETHU HApYyIIEHUs, KaTO MOCTTpaBMaTHyHa O0JIKa WK Bh3MajeHne Ha

CYXOXHJIHS (TCHIUHUT), BPB3KH, MYCKYJIUTE U CTaBUTE (HABAXBAHUS, U3KBIYBAHUS U
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HaThPTBaHUA);

- JIeKa 10 yMepeHa peBMaTH4Ha 00JIKa, XapaKTepHa Ha ocTparta (aza Ha XpOHUYHH JereHepaTHBHU
CTaBHU 3a00J1s1BaHUsA (OCTE0apTPO3a), MO-CHELMAIHO IPU apTpo3a Ha IUHHUTE NPELUICHH,
aymOasiHa apTpo3a U apTpo3a Ha KOJISHHATA CTaBa.

8. Nme (cBOGOIHO M30paHo) Ha sekapcTBenus mpoaykt: ARTRON A 1500 mg powder for oral
solution in sachet

INN/AB: Glucosamine

[Tokazanus: [IpoaykThT chabpika glucosamine sulfate u e moka3aH 3a JedyeHHE HA CUMITOMHTE Ha
OCTEOapTPHUT, Hamp. OOJKa, CKOBAHOCT M OrpaHMuYeHHe Ha (yHKIMHTE Ha cTraBute. lIpemmasBa
MOBBPXHOCTTA HA CTAaBUTE OT pa3pyliaBaHe M TOA00psABa €IACTUYHOCTTA W IOJBHIKHOCTTA HUM.
I'mroxo3amuH cysdar nMa 1 60JIKOYCIIOKOsBaI €(EeKT.

9. Nme (cBoOOIHO M30pano) Ha nekapcrBeHus nponykt: FAMOTIDINE SOPHARMA 40 mg film-
coated tablets

INN/AB: Famotidine

[Tokazanus: [IpoaykTsT chabpka famotidine u e nmokasas mnpu:

- SI3Ba Ha IBaHAECETONPHCTHHUKA,;

- loOpokauecTBeHa si3Ba HA CTOMAxa;

- [IpodmnakTrka Ha peUINBY Ha CTOMAITHO-YPEBHUTE S3BH;

- l'actpo-e3odareanna peduykcua 6onect (I'EPB);

- [IpodmnakTrka Ha CHMOTOMUTE, EPO3UUTE U yiuepauuute, cBbp3anu ¢ ['EPB;

- [TatosoruyHM XUIIEPCEKPETOPHHU CHCTOSIHUSA, BKJI. cuHIpoM Ha Zollinger-Ellison;

- [IpodmnakTrka Ha acupaIyst Ha KHCEJIO CTOMAIITHO ChIBPKUMO IpH 001112 aHecTe3us (CHHIAPOM Ha
Mendelson).

IV.  JlekapcrBeH(u) mponykr(u), kanauaarcreaui(u) 3a [IPOMSHA na pa3pemenue 3a
ynorpeoda

1. Nime (cBOGOIHO M30pano) Ha nekapcTBenust npoaykt: DOXIUM 500 mg capsules, hard

INN/AB: Calcium dobesilate

IToxazanus: - MukpoaHruonaTtuu, 1ua0beTHa peTUHOATHSL.

- CuMNITOMATUYHO JICYSHHE Ha XpOHUYHA BEHO3HA HEJAOCTATHYHOCT HA JOJTHHUTE KpaiHUIM (OOJIKU B
KpakaTa, TeXeCT B Kpakara, OTOK, 3aCTOH, lepMaTo3a, MapecTe3ut, HapylIeHuss Ha CETUBHOCTTA WU
ChpOEK B KpakaTa U KpamIin).

- CpIIBTCTBAILIO JICYEHUE NP TOBBPXHOCTEH TPOMOO(DIEOUT.

- XeMOpOUaTHA CHHAPOMH, MUKPOLIMPKYJIATOPHU HAPYIICHHUS OT apTEpHUO-BEHO3CH MTPOU3XO/I.
Kannunarctsa 3a: [IPOMSIHA

IIpomenu: B.1.4 (C.1.4) Ilpomsna(u) B KpaTkara xapakTepucTUka Ha HPOAYKTa, JaHHUTE BBPXY
ONAKOBKUTE WU JIMCTOBKATa BBB BPB3Ka C HOBHM JIaHHM 3a KaueCTBOTO, MPEIKIMHUYHHUTE U
KJIMHAYHUTE JAHHU WM JaHHWUTE 3a JiekapcTBeHa 6e3omacHocT-Tur 11 - Axkryanusupane va KXII B T.
4.2 Jlo3upoBKa W Ha4YMH Ha MPHUIOXKEHHE M CHOTBeTHHs paszznen Ha JIII ¢ men moBumaBaHe Ha
MaKCHMajTHaTa JIHEBHA J103a 3a JICYCHWE MPH BCUYKH 0J100peHu mokazanus ot "5S00 mg - 1000 mg
nHeBHo" Ha "500 mg - 2000 mg nHeBHO", BB3 OCHOBAa Ha HAJIWYHUTE MPOYYBAHUSA U
MOCTMAPKETUHTOBUS OTIHT.
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2. me (cBOOOIHO M30paHo) Ha nekapcrBenus npoaykt: ACTILYSE 50 mg powder and solvent for
solution for injection and infusion

INN/AB: Alteplase

[Tokazanus: TpOMOOTUTHYHO JICYCHHUE TIPH OCTHP MHPAPKT HA MUOKap/Ia

- yckopeH 90 MUHYTEH peXUM Ha J1o3upaHe (Bxk. Touka 4.2): Mpu MalUeHTH, PU KOUTO JICYEHUETO
MOXeE

na ObJe 3al0YHaTO B paMKHUTE Ha 6 yaca OT MosiBaTa Ha CUMIITOMHUTE.

- 3 yacoB peXHM Ha JIo3upaHe (BXK. Touka 4.2): Ipu NalueHTH, IPU KOUTO JCUYSHHETO MOKe /1a Obe
3alo4YHaTO MEXKIy 6-12 yac cies nosiBaTta Ha CUMIITOMHUTE U IIPU KOUTO JUArHo3ara € MoTBbp/IeHa.
Hoxkazano e, ue AKTUJIN3E namansaBa cMmbpTHOCTTa 10 30-Us ACH NPH NAUEHTH C OCTHP WHPAPKT
Ha MUOKap/a.

TpombonuTHUHO JE€UEHWE HAa OCTBP MacuUBEH OeloapoOcH eMOOIM3BM C XEMOJIWHAMUYHA
HECTaOUITHOCT

Jlnaraosara TpsiOBa ga ObJe MOTBBP/ACHA, aKO € Bb3MOKHO C OOCKTHBHM METO/M Ha U3CIIeIBaHE KaTo
OenoapoOHa aHrworpadus WM HEWHBA3WBHM METOIU, Karo OenoapoOHO ckaHupaHe. Hsma
JI0Ka3aTeJICTBA 32 MOJIOXKHUTEICH e(eKT BbPXY CMBPTHOCTTAa M KbCHATa 3a00JIEBaEMOCT, CBbP3aHH C
oenoapoOHaTa eMOOIHSI.

OUOPUHOIUTHYHO JIEYEHNE HA OCThP UCXEMUYEH MO3bUYEH UHCYIIT

Jleuenuero TpsiOBa na Oble 3alIOYHATO, KOJKOTO € BH3MOXKHO IO-CKOPO, B paMKuTe Ha 4,5 yaca oT
nosiBaTa Ha CUMITOMUTE HA WHCYJTA U CjeJ U3KIOYBAHE HAa MHTpAaKpaHUWaIHA XEMOparus, 4pes
noaxojsnia o0pa3Ha TeXHHMKa (HAmp. KpaHUAlHA KOMITIOThpPHA ToMorpadusi Uiau Apyr oOpasHO
JMAarHOCTHYEH METOJ], YyBCTBUTEJICH 3a HAJHMUUE Ha xemoparus). EQexkTsT oT iedeHneTo 3aBucH Ot
BpPEMETO; MOPaJH TOBA MO-PAHHOTO JICUEHUE YBETUYaBa BEPOSITHOCTTA 3a OJIaronpusiTeH pe3yiaTar.
Kanaunarcrsa 3a: [IPOMSHA

[TIpomenu: B.1.4 (C.1.4) Ilpomsna(u) B KpaTkara xapakTepucTuka Ha MPOAYKTa, NaHHUTE BBPXY
OMAaKOBKUTE WM JMCTOBKAaTa BBHB BpPbh3KAa C HOBH JaHHU 3a KauyeCTBOTO, NPEAKIMHUYHUTE H
KIMHUYHUTE JAaHHU WM JaHHWUTE 3a JekapcTBeHa Oe3zomacHocT-Tum Il - AkTyanusupane Ha
npoaykroBara uadopmanus (Kparkata xapakrepucTruka Ha NIpoaykTa U JIMCTOBKaTa 3a manueHTa) B
cboTBeTcTBUE ¢ akTyanuszupan Company Core Data Sheet, monkpeneno ot Clinical Overview
Statement, pe1akIIMOHHU IPOMEHU U IPOMEHHU B TEKCTA 32 aJJalITUPAHE HA POIYKTOBAaTa HHPOpMAIU
kbM Hactosmus QRD mabioH.

3. Nme (cBoOomHO M30pano) Ha sekapctBenus npoaykT: NASIC 5%/0,05% nasal spray, solution
INN/AB: Dexpanthenol, Xylometazoline

[Tokazanusa: Karto Ha3aneH NEKOHTeCTaHT IpPU XpeMa U 3a MOJIOMAaraHe 3apacTBaHETO Ha JIE3UU IO
Ha3aJHaTa JIMTaBHUILIA U ChCEJHUTE KOXHM Y4acTbLIM; 3a OOJIeKYaBaHEe Ha Ba30MOTOPEH PUHUT M 3a
JIeYeHHWE Ha HapyLIEHOTO AMINaHE Ipe3 Hoca Cle]l Ha3ajlHa XUPYPrHs. JEKapCTBEHUS NMPOIYKT €
IpeJHa3HaueH 3a ynoTpeda mpy Bb3pacTHU U Aela HaJ 6 TOAUHHU.

Kaunmunarcrsa 3a: [IPOMSIHA

ITpomenn: B.1.4 (C.1.4) IlpomsiHa(n) B Kparkara xapakTepucTHka Ha HpPOAYKTa, JAHHUTE BBPXY
OMAKOBKUTE WJIM JIMCTOBKaTa BbB Bpb3Ka C HOBU JaHHM 3a KAayeCTBOTO, NPEIKIUHUYHUTE U
KIMHUYHUTE JaHHU WIM JaHHUTE 3a JekapcTBeHa Oe3omacHocT-Tum II - akryanusupane Ha
npoaykroBata uHdopmanus (KXII - ocHoBHO akTyanu3upane Ha T. 4.3 u T. 4.8, BKJIIOUBaHE Ha
uHpopmanusa B T. 4.2, 1. 4.5, T. 4.6 u T. 4.9 u crorBeTHO B JIII, TaHHNUTE BHPXY ONAKOBKUTE U MAaKETHTE
Ha OIMAKOBKHUTE), Bb3 OcHOBa Ha akTyanusupad Clinical Overview. B nonbiiHeHue ca HampaBeHU
pEelaKIMOHHU TpOMEHH B cbhoTBeTcTBUE ¢ OcHOBHaTta ¢upMeHa uHpopmanus 3a 0€30MacHOCT
(Company Core Data Sheet) u nmpoaykroBara nHhopmaIus € MpuBeIeHa B CbOTBETCTBHUE C HACTOSIIINS
QRD ma6mnon (Bepcus 4.2, 04/2021) u nacrosimara Bepcust Ha System Organ Classes (SOCs) of the
Medical Dictionary for Regulatory Affairs (MedDRA).
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4. Nme (cBoOoHO M30paHo) Ha sekapcTBenus npoaykt: NASIC 5%/0,1% nasal spray, solution -
INN/AB: Dexpanthenol, Xylometazoline

[Toxazanus: Karo HazaneH AEKOHTECTAaHT MPU XpeMa U 3a MOANOMAaraHe 3apacTBaHETO Ha JIE3UH I10
HazajHaTa JIMTaBUIA U ChCEIHUTE KOXKHHU y4acTbhILIM; 3a 00JIeKYaBaHE HAa Ba30MOTOPEH PUHMT U 32
JieueHHe Ha HApYIICHOTO JAMIIAHE Ipe3 HOoca Cie]] Ha3aJiHAa XUPYPrus. JIEKAPCTBEHUS NPOIYKT €
MpeHa3HayYeH 3a ynorpeda Mpu Bb3pacTHU U Jiela Hajl 6 TOIMHU.

Kanaunarcrsa 3a: [IPOMSAHA

[TIpomenu: B.1.4 (C.1.4) Ilpomsana(u) B KpaTkara xapakTepHCTHKa Ha MPOAYKTA, JAHHUTE BBPXY
OMAKOBKUTE MM JIMCTOBKAaTa BBB BPB3Ka C HOBU JIaHHU 32 KAuyeCTBOTO, MPEIKIMHUYHUTE WU
KIMHUYHUTE JaHHU WM JaHHUTE 3a JekapcrBeHa Oe3omacHocT-Tun Il - akryanusupane Ha
npoxaykroBara uHpopmanus (KXII - ocHOBHO akTyanusupane Ha T. 4.3 u T. 4.8, BKIIOUBaHE Ha
uHdopmanus B 1. 4.2, 1. 4.5, T. 4.6 u T. 4.9 u cboTBeTHO B JIII, MTaHHKUTE BHPXY ONAKOBKUTE U MAKETUTE
Ha ONAKOBKHUTE), Bb3 OCHOBa Ha akTyanmusupan Clinical Overview. B nombiHeHue ca HampaBeHU
pPENaKIMOHHU TpoMEeHH B choTBeTcTBUE ¢ OcHOBHata (upMeHa HHGpopmalus 3a 0e30macHOCT
(Company Core Data Sheet) u npoagykroBaTa nH(MpOpMaIUs € IPUBEICHA B ChOTBETCTBHE C HACTOSIIIUS
QRD ma6non (Bepcus 4.2, 04/2021) u Hacrosimata Bepcust Ha System Organ Classes (SOCs) of the
Medical Dictionary for Regulatory Affairs (MedDRA).

V. JOKJTAABAHE HA JIII, ot.i0:keH(u) ¢ pemenue Ha CK u apyru BbIpocu, CBbpP3aHM €
JIEKapCcTBeHATA peryJanus Win Apyro.

1. Nme (cBOOOAHO M30paHo) Ha sekapcrBenus npoaykt: HIDROFEROL 0,266 mg soft capsules
Xuapogepoa 0,266 mg Mexku KancyJau

INN/AB: Calcifediol

[Tokazanus: Jleuenue Ha nedunut Ha ButamuH D (25(OH)D nuBa < 25 nmol/l) npu Bb3pacTHu.
[IpeBennus Ha neuuUT HAa BUTAMHH D MpH BB3pacTHU C YCTAHOBEHH PHCKOBE KAaTO NMPH MAI[CHTH
ChC CHHIPOM Ha MajgabcopOmus, XpoOHWYHO OBOpPEYHO 3a00JsIBaHE - MHUHEPATHO M KOCTHO
pasctpoiictBo (Xb3-MKP) wiu apyru ycraHOBEHH pUCKOBE.

OcTteomnopo3a npu NaueHTy ¢ JeUIUT Ha BUTaMuH D uinu puck oT neduuuT Ha BUTaMuH D:

" Karo agroBanT 3a cnenuduyHo JieueHne Ha OCTEOIN0PO3a;

Karto amroBaHT 3a crneunuduyHa MpeBEHIMsS Ha OCTEONOpP03a/0CTEONEHUs], MPEeJU3BUKaHa OT
JICYEHHUE C JIEKAPCTBEHU MPOAYKTH, ChIbpXKAIIU KOPTUKOCTEPOUIH.

Kannunarcrsa 3a: [IPOMSIHA

[Tpomenu: B.1.5.6 (C.1.5.b) [IpomsiHa B pexkrimMa Ha OTIyCKaHE Ha JIEKapCTBEH MPOAYKT, pa3perieH Mo
[EHTpaTu3MpaHa rnpoueaypaBcuuku ocTaHaIu MPOMEHHU B peKUMa Ha OTITyCKaHe-

Tun II - npomsiHa B pexxrMa Ha OTIIyCKaHE Ha JEKapCTBEHUs MPOAYKT oT TakbB "[lo mekapcko
npennucanue", Ha "JlekapcTBEH MPOJYKT KOMTO ce OTIycka 06e3 JIeKapCcKo MpeanucaHue”.
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