H3MbAHKTENHA ATEHIIHA NO NERAPCTBATA

KbM MHHMCTLA HE 3PABEONAIBAHETO
9 e 0 Bulgarian Drug Agency at the Minister of Health
Comun 1504. 6yn. A. Caknao 26, ven: (02) 943 40 46, makc: (021 943 24 87

26. Yanko Saknzov Blvd, 1504, Sofia, Bulgaria, tel: + 359 2 943 40 46, fax: + 3592943 44 81
e-mail bdaZhda.hg

MPOMSIHA HA PASPEIIEHHUE 3A YIIOTPEBA
HA JIEKAPCTBEH INPOAYKT

Variation of Marketing Authorisation of Medicinal Product

[ 4 < vy ! B T Y
Ne .82 7 L3 0h. 008
Ha ocnosanue 1. 62, an. 1 or 3JIIIXM, BbB Bpb3ka cbe 3assaenie NeR-389/26.01.2009 u npeacraseHa

JIOKYMEHTALHsA 3a npoMsaHa Tin [A
Pursuant to article 62 (1) of the Law of Medicinal Products in Human Medicine. the submitted application NeR-
389/26.01.2009 and documentation for type IA variation

PA3SPEIUABAM ITPOMSHA THII 1A

Approval of type 1A vanation

Ha papeltiene 3a ynorpeda ua sexapersen npoaykr Ne [1-14810/13.11.2006. perucrpannonen
No 20000154/13.11.2006
to the marketing authorisation of medicinal product, registration Ne 20000154/13.11.2006

KUCJIOPOI MEIUITHHCKH nnxagaaunoncn raz 40 L/150 bar
OXYGEN MEDICAL inhalation gas 40 L/150 bar

Mwme (caoboano 13iOpano) Ha NEKAPCTBEHHA MPOMYKT, KOAHMECTBO HA AKTHBHOTO(MTE) BewecTso(a) b 003084 eannnual
onpeneneda Maca uan ofem, %), nexkapcrsexa topma. koamuectso B onakoska /Product (invented) name. strength(s),
pharmaceutical form, package size

AxtHBHO(H) BelnecTBo(a): Knciaopoa
Active substance(s): Oxygen

KoauuecTso Ha akTHBHOTO(HTE) BeliecTBO(a) B 1030Ba etiuuua: 40 L/150bar 99.5 %
Strength(s):

Tputekaren HA paspelieEneTo 3a ynorpeda: HME. aIpec U Abpiasa:

Mecep Buarapus EOOJL, Gya. Tumursp Hewes Ne3A, Codus 1528, buarapus

Marketing authorisation holder: name, address and country

Tun IA 1.1, TlpoMsana B HMETO W/HAH AJPECa HA NPHTERATES HA PAIPCIICHHETO 33 ynoTpeda -
o1 Mecep Xumko ['az Q0/1 ya. loce 3a Mesapa, 3000 Bpana, brarapus
na Mecep Buarapus EOOJL, 6y, Jlumursp [ewes Ne3A, Copua 1528, buarapus

Variation type A

ilpmmuzrm BAWAL B CH.IL CHMTAHO OT: JlaTata Ha (L'.IOE-)PR BAHETO
The application is considered valid on.

[Tpomsanara e Hepaz/e/ina HacT 0T Pa3spelucHHeTo 3a ynotpeda.
I'his approval should be retained with the formal documents reiating to the Marketing Authorisation.



Omezosopracmume na Hansanumeana aeenijui no 1exapemeana ne Gkiousam 3augmd 1a namenni npaed u nbpeoscku
aapru. Te we ca 0GeKm Ha OYEHKAa NPl APONEYPUMA N NDOUMANG HA PA3PEentemo sa virompeta Ha 1eKapemaen s
npodvkm.

The responsibility of Bulgarian Drug Agency does not include protection of patent rights and trademarks. They are no
subject of the evaluation, concerning the variation of the Marketing Authorisation of the medicinal product. '
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