T BMA -

I JIO IPUTEKATEJIUTE
HA PA3PEINEHUE 3A THPTOBUSI HA EJIPO C JIEKAPCTBEHH
MPOAYKTH, HOJIYYEHO IIO PEJA HA I'JIABA JIEBETA OT

3JIIXM

ITIOKAHA

3a mpeloCcTaBsiHe HA OhepTa 32 JOCTABKA JIEKAPCTBEHH MPOAYKTH OT
CHHCBKA N0 Y4l. 266a, an.2 or 3JIIIXM, mo pena na Hapen6a Ne
10/17.11.2011 r. na M3

Ha ocnoBanue . 156 u uin. 158, an. 1 or Hapen6a Ne 10 ot 17.11.201 1r. ma M3

BOEHHOMEJIUIIUHCKA AKAJIEMWSI - rp. Codus ormpass
HACTOsIATa [TOKaHa 33 NPEeJIOCTaBsIHe Ha O(epTH 3a JOCTaBKa HA JEKAPCTBEHH
IPOAYKTH ¢ MEXIYHAPOIHO HENAaTeHTHO HaMMEHOBAaHHE, BKIIOUEHH B CITUCHKA
110 4. 266a, an. 2 ot 3JIITXA, kakTo cieasa:

JlekapcrBena dopma u
Me:xayHapoaHO HENATEHTHO

| KOJHMYeCTBOTO Ha AKTHBHOTO
HauMeHoBaHue (INN)

BEIIECTBO
{ Ha AKTHBHOTO BelEeCTBO
; ! B 1030Ba ¢eJHHHIA

THIOTEPA powder for inf. i
100 mg

OdepruTe 3a/1bIKUTEIHO CIIC/BA Jia CHIBPIKAT CIETHATA HHPOPMALIHS:

1. MexnynapoyiHo HermaTeHTHO HauMeHoBanue (INN) Ha aKTHBHOTO BEIECTBO;
2. TBProBCKO HAUMEHOBAHHE Ha JIEKAPCTBEHUS IPOJIYKT;

3.Bun Ha nexapcTBeHarta (opMa M KOIHYECTBOTO HA AKTHBHOTO BEIIECTBO B
Z030Ba JIMHHIIA,;

4.IlpousBoaurer;

5. KonngecTBo B e/1Ha OMTaKoOBKa;

6. Llena Ha NeKapCTBEHUS MPOLYKT;

7. Cpok 3a OCTaBKa,;

8. CpOK Ha BaMIHOCT Ha IpeOCTaBeHAaTa LIeHOBa o(epTa.




KM narata Ha useppmBane Ha AOCTaBKaTa, JIEKapCTBEHHUAT MPOAYKT Cle/Ba
Ad € C OCTaTh4€H CPOK Ha TOJHOCT, He MMO-KpaTbK oT 31.12.2024 r.

Hpenocrasenute or Bawma ctpana odepry ce momasar Ha XapTUEH HOCHTE
MJTH 110 eNeKTpoHeH eT A0 18.06.2024 r. BxII.

Odepra, nomamenu mo CICKTPOHEH HBT ClelBa Jla Ca H3TOTBEHH IIPH
ycnosusita v pena Ha 3EJIEVY u nogajenn na email: mml@vma.bg

Odeprty, wusrorsenu Ha XapTHEH HOCHTEl Ce ajpecupar [0
BoernnoMmenuumncka akagemusi, Ciyx6a ,Dapmauus wu MEIUITHHCKHA
MapkeTHHr”, 1606 rp. Codus, yi. ,,leopru Coduiicka No 3.

Odeprr, KOUTO He OTrOBAPAT HA M3UCKBAHUSTA HA HACTOSIIATA MTOKAaHA WK
Ca C M3TeKIIa BalMHOCT, He IOJJIeKAT Ha pasriexnane. B choTBeTCTBHE C w12
oT Hapen6a Ne 10 mpu mocraskara Ha JIEKapCTBEHHUTE IIPOAYKTH, BKIIOUYECHH B
O(epTUTe, 3a0BIDKUTENHO TPSIOBA /1a ce NPENOCTaBs MapTUIEH cepTHhUKAT 3a
Ka4eCTBO, CBHOTBETHO CePTUGHKAT 3a OCBOOOKIaBaHE HA IIapTUaaTa Ha
JIEKAPCTBEHHS POIYKT.

3AMECTHUK - HAYAJTHUK HA BOEHHOMEINIIMHCKA
AKAJJEMMUS 11O TUAT HOCTHQHO-J[EHEBHATA HWHOCT

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



