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M3ITBJIHUTEJIHA ATEHIUA 110 JIEKAPCTBATA

KOMUCHA 3A JIEKAPCTBEHHU ITPOAYKTHU

JTHEBEH PEJ

Ha 3aceqanue Ne 1/19.01.2026

I. dexnapupane ot wieHoBere Ha KJIII u or ekcneprure u3BbH cheraBa Ha KJIII Ha Bcekm

MNOTCHIHMAJCH KOH(l).]'II/IKT Ha UHTEPECH 110 OTHOIICHHE HA BCAKA TOYKA OT THEBHUSA PEa HA KJIII.

II. JlekapcrBen(un) mpoaykr(m), kanauaarcream(u) 3a PASPEHIEHUE 3A YIIOTPEBA
/PETMCTPALIUA no wi.35/ 41.37 ot 3JIIIXM/ PASIIMPABAHE HA OBXBATA HA PY no
HANIMOHAJIHA Mpoueaypa.

1.INN/AB: Thiocolchicoside

IToxazanus: 3a a/JfOBaHTHO JieUeHHE U 00JeKYaBaHe Ha MYCKYJIHHU OOJIKM MPHIPY>KaBaIH ChCTOSHUS
KaTo:

- PEBMaTOMJIEH apTPUT, OCTEOAPTPUT, AaHKUIIO3UPALL] CIIOHIMIINT, TyMOaro U UIIKaNrus (mokazaHusATa
ClIeJ[Ba J1a c€ YTOUHAT ciie]l olleHKa oT crpaHa Ha KJIII)

- 00JIKa OT MYCKYJIHH CIIa3MHU

2. INN/AB: lbuprofen

IToxazanus: To3u NpOAYKT € MOKa3aH 3a Obp30 U ePeKTUBHO OOJIeKYaBaHe Ha JieKa 0 yMepeHa 0oJka
IIpU IJ1aBOOOJIME, BKIIFOUUTEIIHO TP MUTPEHA, HEBPAJITUHU, MYCKYJIHU OOJIKU, KOCTHU U CTaBHU OOJIKH,
Ooye3HeHa MeEHCTpyauusi, 3b0000J, BHCOKa TeMIepaTypa, Bb3MalleHMe M O0OJKa, CBBbP3aHU C
MPOCTYIHU 3a00IsIBAaHUS MTPU Bb3PACTHU U IOHOIIM Ha M HaJ 12 roauiHa Be3pacT (¢ terno Hag 40 kg).

3. INN/AB: lbuprofen, combinations

[Tokazanus: Temmneparypa ¢ pa3audeH NPOU3X0J BKIOYUTETHO MPUYMHEHA OT BUPYCHU MHGEKINU U
HEXXEJIaHW peaKIMM OT BaKCHHAIIHUH.

Jlexu 10 ymepeHu OO0JIKH ¢ pa3ivyueH MPOU3XO/I:

- TJIaBO0OIIHE;

- OOJIKM B I'bPJIOTO U MYCKYJUTE (HAIp. IPUUUHEHU OT BUPYCHU MH(PEKLIUN);

- OOJIKM B MYCKYJIUTE, CTABUTE U KOCTUTE, IPUYMHEHHU OT HApAHSBAaHUS Ha CKEJIETHOMYCKYIJIHUS anapaT
(pa3TexxeHusi, HaBsIXBaHUS);

- OOJIKM IPUYMHEHM OT HapaHsIBaHMUS HA MEKUTE ThKaHU, IOCTONIEPATUBHU OOJIKH;

- 3000011, OOJIKH clie]] 3500JIeYeHIE, 00K MPUYMHEHN OT HUKHEHE Ha 30U,

- 0OJIKHM B yIINTE MPUYMHEHU OT Bbh3MaJIEHUE HA CPETHOTO YXO.
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4. INN/AB: Ibuprofen

[Mokazanust: [TponykTsT chabpka Ibuprofen u e nokasau mpu:

- IlonmxkaBaHe Ha BHCOKa TeMIiepaTypa npu GpeOpHIHN ChCTOSHHS.

- OOGuiekyaBaHe Ha JieKa JI0 yMepeHa 00JKa, BKIIOUYUTEITHO MPU 36000071, MUTPEHA, TOCTONIEpaTHBHA
Oonka, 00JIKa IPU IBPBUYHA JUCMEHOPESI.

- CHUMIITOMATHYHO JICYCHUE HA MYCKYJHH W PEBMATHYHH OOJKH W JPYTH HEPEBMAaTHYHU
BB3NAIUTEIHU MIPOIIECH.

5. INN/AB: Ibuprofen

[Tokazanus: To3u MPOIYKT € MOKa3aH 3a ObP30 U ePEeKTUBHO OOJICKYaBaHE Ha JIEKa JI0 YMEpeHa 0oJIka
IIPH TJ1aBOOOJIME, BKIIFOUUTEIHO IIPH MUTPEHA, HEBPAITUHU, MYCKYJIHUA OOJIKU, KOCTHU U CTAaBHU OOJIKH,
0ojie3HEHa MEHCTpyalus, 350000J, BHCOKAa TeMIeparypa, BB3IMaJeHUe MU O0OJKa, CBBP3aHH C
MPOCTYIHU 3a00siBaHus IpH Aena ot 6 1o 11 rogunu (21-39 kg), ronomu Hax 12 rogunu (¢ TErao Haj
40 kg) u Bp3pacTHH.

6. INN/AB: Ibuprofen, combinations

[Tokazanus: Temneparypa ¢ pa3aIu4eH Npou3Xo ] BKIOYUTEIHO IPUUMHEHA OT BUPYCHU MHPEKLINU U
HEXXEJIaHU peaKIMM OT BaKCUHAIIUH.

Jlexu 10 ymepeHu O0JIKH € pa3ivyueH IPOU3XOI:

- TJIaBO0OIHE;

- OOJIKM B I'bPJIOTO U MYCKYJIUTE (HAIp. IPUUUHEHU OT BUPYCHU UHPEKIUN);

- 0OJIKM B MYCKYJIUTE, CTABUTE U KOCTUTE, IPUUMHEHU OT HApAHSABAHUS HA CKEJIETHOMYCKYJIHHUS anapaT
(pa3TexxeHusi, HaBsIXBaHUs);

- OOJIKM MPUYMHEHM OT HapaHsIBaHMs HA MEKUTE ThKaHU, TIOCTONEPAaTUBHU OOJIKH;

- 35000011, O0JIKH ciie]] 3p00JIeueHue, O0IKY TPUIMHEHH OT HUKHEHE Ha 350U;

- 00JIKM B yIIUTE MPUYUHEHU OT Bbh3MaJIEHUE HA CPETHOTO YXO.

7. INN/AB: Ibuprofen

[Tokazanusa: 3a Obp30 W e(PEKTUBHO TMOHIKABaHE HA TeMmIepaTypa C pas3ldyeH MPOU3XO,
BKJIFOUMTEITHO TI0 BpEME Ha BUPYCHU WH(MEKIINH U CJIe]] IMYHHU3AIIHH.

3a 6bp30 U eheKTUBHO OONIEKUaBaHE Ha JIEKa 0 yMepeHa 00JIKa U Bb3NaJIeHUE MTPH Tl1aBobome, 00IKH
B T'bPJIOTO, BB3MAJICHUE Ha I'bpPJIOTO, OOJKA MPU HUKHEHE Ha MJIEYHHM 3b0H, 36000011, OOJIKH cien
CTOMATOJIOTUYHU MHTEPBEHIINH, MYCKYJIHU OOJKH, KOCTHU 3a00JISIBaHUS C BB3MAICHHUE, OOIKHU ClIe]
TpaBMHU W HaBAXBaHUs, OOJKW B YIIMTE, NMPUYMHEHU OT BH3MAJICHHWE HA CPEIHOTO yXO (OTHT),
MOCTONEPATUBHU OOJIKH.

8. INN/AB: Ibuprofen

IToxazanus: Ceabpsxat Ibuprofen u ca mokazaHu 3a CUMIITOMaTHYHO JIEYeHHE Ha O0JIKa U Bb3MaJICHUE
IpU apTPUTHU 3a00isBaHUs (HAMp. PEeBMATOMAECH apTPUT), JEr€HEPATUBHU apTPUTHU CHCTOSHUS
(Hamp. ocTeoapTpHT) M OOJIE3HEH OTOK U BB3MAJICHUE CIIE/l HapaHsIBaHUs HA MEKHTE ThKaHU.
Jlombnautennu nokazanus 3a Moynpoden @apmaenukt 400 mg

CHUMIITOMaTHYHO JICYEHUE Ha:

- JIeKa JI0 yMepeHa 0oJika;

- IOBULIEHA TEMIIEPATYPA.

cTp. 2/6



9. INN/AB: Ibuprofen

[Toxazanus: Ceabpixkat Ibuprofen u ca moxazaHu 3a CUMIITOMAaTHYHO JICYCHHE Ha OOJIKA U Bb3MaJICHUE
MpU apTPUTHU 3a00JsIBaHUS (HAIp. PEBMATOMACH apTPHUT), NETCHEPATUBHU APTPUTHU CHCTOSHHUS
(Hamp. ocTeoapTpuUT) U OOJIC3HEH OTOK U BB3IAICHHE CIIC]l HApaHSIBAHM HA MEKUTE ThKaHHU.

10. INN/AB: Ibuprofen

ITokazanus: C”b,[[’bp)I(aT Ibuprofen M ca [I0Ka3aH! 3a CHMIITOMAaTUYHO JICUeHHE Ha 00JIKA U BL3IIAJIEHHE
IpU apTPUTHHU 3a00JsABaHMs (HAIp. PEBMATOUICH apTPUT), ACTCHEPATUBHU APTPUTHHU CHCTOSHUS
(Hanp. OCTeoaprI/IT) 1 00JIE3HEH OTOK U BBL3IIAJIEHUE CJICA HapaHABaHWA HAa MCKHUTC ThbKaHH.

11. INN/AB: Meloxicam

[Tputexxaten Ha pa3penieHuero 3a ynorpeda: Bopian Meaucune Esporia EOO/I, brnrapus
3assnenne: Ne20703/13.05.2022

[TokazaHus: 3a KpPaTKOCPOUHO CUMIITOMATHYHO JIEYEHHE Ha 0CTe0apTpo3a (HE0OX0UMO € YTOUHEHHE
10 TOBa MOKa3aHue u J03upoBka) - JIT

- 33 IBJITOCPOYHO JICUCHHE JICYCHUE Ha PEBMATOUJIEH apTPUT U aHKWJIO3UPAL] CIIOHIUIIUT

Camo nipu Bb3pacTHu Haj 16 roguHu

12. INN/AB: Sunitinib

[Tokazanus: ['actpountectunanen ctpomasneH Tymop (GIST)

CyHyOuc e moka3aH 3a JICYEHHETO Ha HeolepaOWieH W/HWIM MeTacTaTU4YeH 3JI0KaueCTBEH
ractpountectuHaneH crpomasieH Tymop (GIST) mpu BB3pacTHH, cliel HEYCIENIHO JIEUEHUE C
MMaTUHUO, TOpaIu Pe3UCTEHTHOCT MJIM HETOHOCHUMOCT.

MeracratuueH 6b0peuHo-kieTsueH kapiuaom (MRCC)

CyHyOuc e mokas3aH 3a JICYCHMETO Ha Halpe/aHal/MeTacTaTH4eH OBOpevyHO-KIEeThUEH KapLUHOM
(MRCC) nipu Bb3pacTHHU.

[TankpeaTnunu HeBpoeHAOKpUHHU TyMopH (pNET)

CynyOuc e mokaszaH 3a JIeYEHHE Ha HEeOoNepaOMJIHU WIM MeTacTaTW4yHH, no0pe nudepeHnrpaHu
naHKpeaTu4yHu HeBpoeHAoKpuHHU TyMopH (pNET) npu nporpecupane Ha 6oecTTa pHu Bb3pacTHU.

13. INN/AB: Sunitinib

ITokazanusa: ['actpountecTuHaneH ctpomaieH Tymop (GIST)

Cyny0uc e rmokaszaH 3a JEYCHHETO Ha HeonepaOuiieH /Ui METAaCTaTUYCH 3JI0Ka4eCTBEH
ractpouHTecTHHaeH ctpomaieH Tymop (GIST) mpu Be3pacTHH, ciie] HEYCIEUIHO JISYEHHUE ¢
MMaTUHUO, TOpaaAH PE3UCTEHTHOCT HJIM HEMOHOCHUMOCT.

Metactratnyen 0b0peuHo-kiIeTbueH kapuunom (MRCC)

Cynybuc e mokaszaH 3a JICYCHHETO Ha HaIpeJIHA/METacTaTHUeH OBOPEUHO-KIETHYCH KapIMHOM
(MRCC) nipu BB3pacTHHU.

[Tankpeatnunu HeBpoeHAOKpUHHU TyMopH (pNET)

CyHyOuc e moka3aH 3a JieYeHHEe Ha HEONepaOMIHM WIM METacTaTMYHH, A00pe nudepeHIupaHu
naHKpeaTH4Hu HeBpoeHAoKpuHHU TyMopu (pNET) mpu nporpecupane Ha 6ojecTTa npu Bb3pacTHHU.

14. INN/AB: Sunitinib
[Tokazanus: ["'actpountectunanen ctpomaineH Tymop (GIST)
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CyHyOwuC € mokasaH 3a JJCUeHHUETO Ha HeonepaOuiieH 1/MIIM METaCTaTUICH 3JI0KAaYeCTBCH
ractpouHTecTiuHaieH ctpomaieH Tymop (GIST) mpu Be3pacTHU, ciie] HEYCIICIIHO JICYCHUE C
MMaTUHUO, IOPaIN PE3UCTEHTHOCT HJIM HETTOHOCHMOCT.

MeracratnueH 6b0pevyHo-kieThueH Kapimaom (MRCC)

CynyOuc e moka3aH 3a JICUEHHETO Ha HaIlpeIHal/MEeTacTaTU4YeH OBOpPEHYHO-KIETHhUEH KapIUHOM
(MRCC) ipu BB3pacTHH.

[Tankpeatnunu HeBpoeHAOKpUHHU TyMopu (pNET)

CyHyOuc e moka3aH 3a JIeYeHHWE Ha HEONepaOWIIHM WJIM METacTaTU4HHU, o0pe IudepeHIrpanu
naHKpeaTH4Hu HeBpoeHaoKkpuHHU TyMopH (pNET) npu nporpecupane Ha 6osecTTa mpu Bb3pacTHH.

15. INN/AB: Tadalafil

[Toka3aHus: Je4eHHE Ha €PEKTHIHA TUCHYHKIHS IIPH BH3PACTHUA MBIKE.

3a na Obae Taganadu epeKTHBEH, € HEOOXOAMMa CEKCYyaTHa CTUMYJIAITHSL.
Tapanadui-Yaiikadapma He € IpeJHA3HAUCH 32 yIOTPpeOa OT KEHH.

16. INN/AB: Tadalafil

[Toka3zanus: JleueHne Ha epEeKTHIHA TUCHYHKIHS TIPH BH3PACTHUA MBIKE.

3a na Obae Taganadul epeKTHBEH, € HEOOXOAMMa CEKCYyalHA CTUMYJIAITHSL.

Tapanadpun 5 mg e mokaszaH ChLIO 32 JICYUCHUE HA MPH3HAIMTE U CUMITOMUTE Ha JTOOPOKavYeCTBEHA
XUIICPIIa3us Ha IpocTaTara Npu Bb3PaCTHHU MBIKE.

Tapanadui-Yaiikadapma He € IpeJHA3HAUCH 32 yIOTPeda OT KEHH.

17. INN/AB: Tadalafil

ITokazanus: JleueHne Ha epeKTUIIHA JTUCYHKIUS IPH Bb3PACTHU MBIKE.
3a na Opae Taganadun epeKTUBEH, € HE0OX0/IMMa CEKCyajlHa CTUMYJIALINS.
Tananagpun-Yaiikadapma He e mpeHa3HAYEH 3a yoTpeda OT KEHHU.

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

1. Vwme na nexapctBenus npoaykt: HEPARIN 1000 DS 1000 1U/g gel
INN/AB: Heparin
[Tokazanus: - 3abosisiBaHUS HA TOBBPXHOCTHUTE BEHHU - BAPUKO3€H CHHIPOM U CBBP3aHUTE C HETO
ycnoxueHus (predborpomb03a, TpoMO0(]IIeOUT, TOBBPXHOCTEH MepudIeOnT, BAPUKO3HH SI3BH);
- [locronepatuBeH BapukoQieOUT, CbCTOSHUS Clie/l cCaQeHEKTOMMUS;
- UadunTpaTi 1 T0KaTU3UpaHu OTOIIH, IIOAKOXKHH XEMaTOMH TP TPAaBMH U KOHTY3HH, BKIL. 3aCSATAIN
MYCKYJIHO-CYXOKUJIHUTE U KaIlCYTHO-TUTaMEHTAPHH CTPYKTYPH.

2. Wwme na nexapctBenus npoaykt: TADALAFIL STADA 20 mg film-coated tablets
INN/AB: Tadalafil
[Tokazanus: Jleuenne Ha epeKTUIHA TUCHYHKIUS PU Bb3PACTHU MBXKE.

3a na 0bae eekTrBeH Taganaduil ce U3MCKBA CEKCyaaHa CTUMYJIALus.
TAOAJTTAD®UITI CTAZIA He e moka3aH 3a ynoTpe0a OT KeHH.
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3. HWwme na nekapcreenus npoaykr: TADALAFIL STADA 10 mg film-coated tablets
INN/AB: Tadalafil
[MToka3anust: JledeHue Ha epeKTUIIHA TUCHYHKIUS IPH BH3PACTHU MBKE.
3a na 0bae edexkTuBeH TaganaduIl ce U3UCKBA CEKCyaHa CTUMYJIAIus.

TAOAJTTA®UITI CTAZIA He e moka3aH 3a ynoTpebda oT KCHH.

IV. JlekapcrBen(u) npoaykr(u), kanauaarcream(u) 3a IPOMSIHA Ha pa3peinnenue 3a ynorpeoa

1. Wwme na nexapctBenus npoaykt: STRONAX 0.5 mg tablets
INN/AB: Colchicine
[Tokazanus: [IponykTsT chabpka Colchicine u e mokaszas npu:
Br3pactHu
- CTpoHakKc € MmoKa3aH 3a JIeUeHHe Ha OCTPH MPUCTHITN Ha T0arpa.
- CrpoHakc € moKa3aH 3a MpOoQHIAKTHKAa Ha MPHUCTBI HA TOAAarpa MO BpeMe Ha 3al04YBaHE Ha
MOHMKABaIla YPaTUTE (AHTUXUIIEPYPUKEMHUYHA) TEPAITHSI.
Bb3pacTHu ¥ mequaTpuyHY MalueHTH
Crponakc e nmokasan npu @amunna Cpennzemnomopcka Tpecka (Familial Mediterranean Fever, FMF)
3a Mpo(rIaKTHKA HA IPUCTHITN U MIPEIOTBPATIBAHE HA aMIJION103a.
Kannunarcrtsa 3a: [IPOMSIHA
[Ipomenu: B.l.6.a (C.1.6.a) Ilpomsna(u) B TepaneBTHuHO(M) noka3zaHue(s1)/{o0aBsHe Ha HOBO WU
M3MEHeHHe Ha Beue onobpeHomnokazanue-Tun Il - /lobaBaT ce 1Be HOBU TepaneBTUYHU MOKA3aHUs
(JIeyeHME Ha OCTHP U PEIUAMBUPAI IEPUKAPANUT U PEBEHIINS Ha KOPOHAPHA 0O0JIECT Ha CHPIIETO).

2. Wwme na nexapcreenus npoaykt: MEDOCLOR 500 mg capsules, hard
INN/AB: Cefaclor
[Tokazanusa: IlokazaH e 3a JjeyeHHWEe Ha CleAHUTE OakTepHaTHU HWH(QEKIUH, NPUYMHEHU OT
YYBCTBUTEIHH MHKPOOPraHU3MHU: otitis media; HHPEKIMM HA IUXATEIHUTE MbTUINA, BKIOYUTEIHO
OpOHXUT, 00OCTpEH XPOHUYEH OpPOHXUT, (PApUHTUT, THEBMOHHS, JICYEHHE HA CHHY3UT (3a€IHO C
JAPYTUTE MEPKHU) M TOH3WINT; MHPEKIUHN Ha KOXKaTa U MEKUTE ThKaHW; HH(PEKIUN Ha OTAEIUTEIHATa
CHUCTEMa - OCTPM M XPOHUYHHM, BKIIOUMTENHO IUCTUT M nuenoHepput. Cefaclir e epextuBeH 3a
OTCTpaHsBaHe HA CTPENTOKOKH OT Ha30(papuHKCa.
Kagmnnarcrsa 3a: [IPOMAHA
ITpomenn: B.1.2.6 (C.1.2.b) Ilpomsina B KpaTkata XapakTepucTUKa Ha NpPOAYKTa, JaHHUTE BBPXY
OTaKoOBKaTa M JINCTOBKAaTa 3a MallMeHTa Ha TeHepUUYeH/XUOpH1eH/ON0TOTHYHO-TI0J00CH JIEKapCTBEH
NPOAYKT cJell OLEHKa Ha ChIIara MpoMsiHa 3a pedepeHTHus JekapcTBeH NnpoAykt. [Ipunarane Ha
M3MEHEHHUs, KOUTO M3UCKBAT Aa OBbAAT JOMBIHUTETHO OOOCHOBAaHHW OT HOBM JIOMBIHUTENHU JAaHHU,
KoiiTo ciensa na 6paar npencrasenu ot [IPY.-Tum 11 - Axryanusupane va KXIT u JIIT B choTBeTCTBHE
Cc mpoaykToBaTa uH(popmanus Ha pepepeHTHuS JiekapcTBeH npoaykT Ceclor.;
B.1.7.6 (C..7.b) Ornagane Ha:KonuuectBo Ha akTuBHOTO BemecTBo-Tun Ib - Akryanusupane Ha
MpoayKTOBaTa WHQOpManus ciej OTMajJaHe Ha KoHIeHTpamusTa oT 250 mg BBB BpB3KaA C
IpeKpaTsBaHe Ha pa3pelIeHueTo 3a ynorpeda Ha JIeKapCTBEHUS IPOIYKT.

3. Nwme na nekapcreenus npoaykr: NUROFEN FOR CHILDREN STRAWBERRY 100 mg/5
ml oral suspension
INN/AB: Ibuprofen
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[Toxazanwus: 3a 6bp30 U €PEKTUBHO MOHWKABAHE HA TEMIIEPATYPa, BKIIOUUTEITHO CIIe] UMYHHU3AIUHN U
3a Obp30 U ePeKTUBHO OOJIEKUaBaHe Ha JieKa A0 yMepeHa 0oJKa MpH Bh3IMaJIeHUe Ha T'bPJI0, HUKHEHE
Ha 350KH, 3500001, OOJKK B yIIUTE, T1aBOOOINE, c1abu OOJKH U HAaBSIXBaHMUS.

Kagmnnarcrsa 3a: [IPOMSHA

IIpomenu: B.1.4 (C.1.4) Ilpomsna(u) B Kparkara XapakTepucTMKa Ha IPOJYKTA, JAHHUTE BBPXY
OMAKOBKUTE WM JIUCTOBKaTa BbB BpPb3Ka C HOBU JaHHH 3a KayeCTBOTO, MPEIKIMHUYHUTE U
KIIMHUYHATE JaHHU WM JJAHHUTE 3a JiekapcTBeHa O0ezonacHocT-Tum Il - Akryanusupane Ha KXII B T.
5.1. dapmakoaMHaMUYHHU CBOMCTBA, C L€ BKIIOYBAHE Ha 00OOIIECHHE HA PE3YNTATUTE OT HSKOJIKO
KJIMHAYHYU TTpoy4Banus, noakpeneHo ot Clinical Expert Report.

4. Wwme na nexapcrBenus npoaykt: NUROFEN FOR CHILDREN ORANGE 100 mg/5ml oral
suspension

INN/AB: Ibuprofen
[Toxazanwus: 3a 6bp30 U €PEKTUBHO MOHKABAHE HA TEMIIEPATYPA, BKIIOUUTEITHO CIIe] MMYHU3AIUHN U
3a Obp30 U ePeKTUBHO OOJIEKUaBaHe Ha JieKa 0 yMepeHa 0oJiKa Mpu Bh3NajeHHe Ha I'bPJ0, HUKHEHE
Ha 350KH, 36000051, OOJIKK B yIIUTE, TIABOOOTHUE, cl1abu OOJKH U HaBSIXBaHMUS.
Kannunarcrsa 3a: [IPOMSIHA
IIpomenu: B.1.4 (C.1.4) Ilpomsna(u) B Kparkara XapakTepucTUKa Ha HPOJYKTA, JAHHUTE BBPXY
OMAKOBKUTE WJIM JUCTOBKaTa BBHB BPb3KA C HOBU JAaHHU 3a KAueCTBOTO, MPEIKIMHUYHHUTE U
KJIMHUYHUTE JAHHU WM JaHHUTE 3a JiekapcTBeHa 6e3omnacHocT-Tur Il - Axkryanusupane na KXII B T.
5.1. dapmakoaMHAMUYHHU CBOMCTBA, C 1€ BKIIOYBAHE Ha 00OOIIECHHE HA PE3YyNTATUTE OT HSKOJIKO
KIMHUYHY NTpoy4Banust, noakpeneno ot Clinical Expert Report.
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