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YBAXKAEMMU I'OCIIOIUH TUMHUTPOB,
YBAJKAEMA I'OCITIOKO HOPJTAHOBA,

B otrosop Ha Bam cuTHaji, Y€ Ha MALMEHTH, U3MOJ3BAIIM JIEKAPCTBEHUS IIPOAYKT
Sandimmun Neoral 100 mg/ml oral solution — 50 ml x 1, ce Hanara na gomnamar 7,86 1.
(kaTo0 Apyrata 4acT OT CTOMHOCTTa Ha MeIuKaMeHta - 136,74 1B. ce TOKpHBa OT
Hauuonanunara sapasroocurypurensa kaca (H30K), Bu undopmupam, ye BB3I0OKEHATa OT
MeH Ha 23 mait 2017 r. mpoBepka yCTaHOBH:

JlexapcTeenuar npoaykt Sandimmun Neoral 100 mg/ml oral solution — 50 ml x 1 e
BKIIoYeH B llpunoxenue 1 na INosutuBHus nexapcrsen cnuchk (I1JIC) ¢ pemenne Ne 115/
19.10.2010 r. na Komucusra no ITVIC. Ot BkmrouBaneTo Ha jiekapcTBenus npoaykT B ITJIC mo
MOMEHTa ME/IMKaMEHTHT € pedeprpan B rpynarta ekapcrenu npoaykru ¢ INN Ciclosporin,
nepopaiHa ¢opma - capsule u oral solution.

JlonnamaHeTo 3a NallMEHTUTE ce € Halokwio ciex 2 HoemBpu 2016 r. mopamu
npeusuncisBade Ha rpynara ¢ INN Ciclosporin mpu pedepenr B rpymara - Sandimmun

Neoral Capsule, soft 50 mg x 50.

rp. Codms, nn. ,Ceeta Hegens® N2 5
Ten. +359 2 9301 249, ¢akc: +359 2 981 18 33

e-mail: tangelova@mbh.government.bg

www.mh.government.bg




HanuoHanHUAT ChBET MO HEHM U peuMOypcHpaHe Ha JEKapCTBEHU TPOSYKTH
(HCLPJIIT) e wm3uckan cranoBume oT H3OK orHocHo Haumna Ha pedepupane Ha
nekapcteerute mpoayktd ¢ INN Ciclosporin B oTaemHu rpyny cropea jJekapcTBeHara popma
- capsule u oral solution.

C nucmo ot 25 mait H30K wu3passiBa MonoXHUTETHO CTAHOBHINE 3a pa3JeisHe Ha
aexkapctBeHuTe mpoayktu ¢ INN Ciclosporin B oTmenHH rpymu coopen JeKapcTBEHaTa
¢dopma, kato 1o To3u HayMH NpoayKT Sandimmun Neoral 100 mg/ml oral solution — 50 ml x 1
e ObJe BKIIOYEH B OT/AENHA Tpyla U HsaMma ga Obae pedepupan xpM Sandimmun Neoral
Capsule, koero 03HavaBa, ye MalMEHTUTE HAMA Ja JOIUIAINAT U 3a ABaTa MeIUKaMEHTa.

[Ipomsnara me Obae nyosukyBana Ha caiita Ha HCUPJIII na 2 ronu, korato ce
U3BBpIIBA MeceuHara akryanusainus Ha [1JIC. B anteunara Mpexxa Sandimmun Neoral 100
mg/ml oral solution — 50 ml x 1, me e KocTheH 6e3 pomaiiade OT CTpaHa HAa MAlUCHTUTE
cien aktyanusanuara Ha H30K - ot 16.06.2017 1.

3a ocurypsBaHe O€3IUIATHOTO JIEYEHHWE HA TPAHCIIAHTUPAHUTE Jela B MepHoaa
02.06.17 r. — 16.06.17 r., meguxkamenTsT Sandimmun Neoral 100 mg/ml oral solution mie
OBJe OTHyCKaH cpemry penenta u 0e3 jgomiamia€e B anreka ,MuHa™ (Oyn. ,J[l'eopru
Codwuiicku® Ne 10 — cpemy apkara Ha ,,AneKcaHIpOBCKa*).

OOpwillaM BU BHUMaHUe, 4ye Ipeau 22 Maii B M3 He € MOCTBIMII HUTO €AMH CUTHAJ
3a Kazyca ¢ fgormamadero Ha Sandimmun Neoral 100 mg/ml oral solution. B To3u cMucsn,
MuHucTepcTBO Ha 3/IpaBeona3BaHETO HE MOXe Aa Obje OOBHHABAHO B Oe3neiicTBUE WM B
aJIMUHUCTPATUBEH, C OTPHUIIATENEH 3HaK, NoAxod. Hamupam Hazuaare IHO-UPOHUYHUS TOH Ha
IIMCMOTO BH 332 HEYMECTEH W BM NPU30BaBaM 3JpaBeTO Ha Xopara Ja He ObIe U3IMO0JI3BaHO
KaTo MHap 3a JIMYHU Kays3H, MOJ KOETO MMaM NpEeIBHA — OPraHH3HPAHETO Ha NPOTECT B
MexnyHaponHus J€H Ha IETETO.

KbM curnana Bu OMxMe NMOAXOIMIIM CHIIO TOJKOBA CEPUO3HO, JOPH M TOW 1a HE
Oewe peructpupan B M3 mpen TeneBU3MOHHA KaMepa. YBepsiBaM BH, Y€ MNAlMEHTCKUTE

opranu3allii MMaT BCHYKH OCHOBAHHSA Jia pasyutTaT Ha ITOJN30TBOPHO CHTPYAHHYECTBO H

C yBaxeHue,
MAT. ®APM. JINJIS1I HEHUEBA

3amecmHuK-MuHuUCMbP HA 30PABEONA36AHEMO’




