BMA - Codwua

Heno hOUL” 2n. 92-26229
&
per. Ne 47X %&/0/5#&6/
Eid8i N socuumvsmmnonmnins ness s BEE TR

JO IMPUTEXATEJIUTE

HA PABPELIIEHHE 3A TbPI'OBHA HA EJAPO C JIEKAPCTBEHH
MPOAYKTH, MNOJYYEHO IIO PEJIA HA I')IABA TEBETA OT
3JIIIXM

IMMOKAHA

3a MpeaocTaBsiHe HAa odepTa 3a JOCTABKA JIeKAPCTBEeHH MPOAYKTH OT
CHHChbKA Mo 4. 266a, an.2 ot 3JITIXM, no pena na Hapeaba Ne
10/17.11.2011 r. na M3

Ha ocnoBanue wi. 156 u ui. 158, an. 1 or Hapen6a Ne 10 ot 17.11.2011r. Ha M3

BOEHHOMEJIUIIMHCKA AKAJIEMHA - rp. Codusa otnpass
HACTOSINATA TTOKAaHA 3a NpEeJOcTaBsdHe Ha o(epTH 3a HOCTABKA HA JIEKAPCTBEHH
IPOAYKTH C MEXKIYHApOJIHO HENaTeHTHO HAMMEHOBAHHE, BKIIIOUEHH B CIIMCBHKA
110 4. 266a, ai. 2 ot 3JIIIXA, kakTo cienpa:

e JIeKachBeHa :
MekaAyHApPOAHO HeNMATEHTHO dopMa H
KOJHY€eCTBOTO HA
HaumeHoBaHue (INN) KonaudecTBo/0p.
AKTHBHOTO
HA AKTHBHOTO BellleCTBO
BeleCTBO
B 1030Ba eJHHHLA
20% 10 ml1 ;
concentrate for sol.
Natriumchlorid Braun for infusion 300
Alkeran  Tabl2mg 250
Methoxsalene - Tabl. 10 mg 300
Powder for inj.15
mg, vial 30

Bleomycin

O(bepTHTe 3aBJIZKUTCIIHO ClICABa Aa ChAbPKaT CJeaHaTa I/IHCbOpMaIH/ISIZ

1. MexxayHapoaHo HemaTeHTHO HauMeHoBaHuE (INN) Ha aKTUBHOTO BEIIIECTRBO;
2. ThproBcKO HAMMEHOBAHUE HA JIEKAPCTBEHUS TPOAYKT;

3.Bun Ha nekapcTBeHaTa opMa M KOJIMIECTBOTO Ha aKTHBHOTO BEIECTBO B
JI030Ba €MHUIIA;



4 Ilpoussoauren;

5. KosnnuecTBo B €/1Ha OIIAKOBKA;

6. Ilena na nexapcTBeHMsI IPOAYKT;

7. Cpoxk 3a 10CTaBKa;

8. Cpok Ha BaJIMIHOCT Ha IIpeJOocTaBeHaTa lieHoBa odepTa.

KBM narara Ha M3BBPIIBaHE HA JIOCTABKATA, JOCTABEHHUST JIEKAPCTBEH POLYKT
cjeABa Jja € C OCTaTbY€eH CPOK Ha FOJHOCT, HE Mo-KpaThK oT 31.12.2024r.

IIpenocraBenute ot Bama ctpana odepTu ce momaBatT Ha XapTHUEH HOCUTEN
WIH 110 ejleKTpoHeH 16T 10 08.03.2024 r. BKIL

OdepTtH, momafieHH IO €NEeKTPOHEH MBT CliefBa Ja ca W3MOTBEHH MpU
ycnoBusta v pena Ha 3EJIEVY u nopanenu na email: mml@ vma.bg

Odeptu, HU3roTBEHU Ha XapTHEH HOCUTeN ce ajapecupar [0
Boennomenununcka akagemusi, Ciyxba ,®@apManus W MEIUIIMHCKH
mapketurr®, 1606 rp. Codus, yiu. ,,I'eopru Coduiicku’ Ne 3.

OdeptH, KOUTO HE OTrOBapAT HA M3UCKBAHUATA HA HACTOSMIATA MMOKAHA MM
ca C M3TEKJIa BAJIMIHOCT, He NOJIeKaT Ha pasriiexaaHe. B choTBeTCTBHE € Wil. 12
ot Hapen6a Ne 10 npu noctaBkara Ha JEKapCTBEHUTE IMPOIYKTH, BKIIIOUCHH B
odepTuTe, 3aIBDKUTEIHO TPAOBA /1a ce MpenocTaBs HapTuieH cepTudukar 3a
Ka4yecTBO, CBOTBETHO cepTUdUKAT 3a ocBoOOXKIaBaHe Ha MapTHAara Ha
JI€KapCTBEHUS TIPOAYKT.

3AMECTHHK -
AKAJEMMUS 11

K.HA BOEHHOMEJUIIMHCKA
UYHO-JIEYEBHATA AEMHOCT
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~~HPOBECOP [I-P BJIAIMMUP BACHJIEB, 1m

3a/IMY€HO, ChIVIACHO YII. 5, § 1, 6ykBa ,,B“ ot Permamenta (EC) 2016/679



