Hosu u orxBbpiienn CTAHAAPTHU TEPMUHU u JE@PUHULINN
onoopenn ot Komucusita na EBponeiickara (papmakones ot 1ou 2012 r. 1o anpua 2013 r.

[Ipen orxBbpJenure (rejected) cranmapTHu TepMHHHU ce u3nucBa [R], 3a 1a ce momuepTae TEKyIIUs UM CTAaTyc. Te3u CTaHIApTHU TEPMHUHU ca OWin
OTXBBPJIEHU IIPU OIIEHKaTa OT eKCHepTHaTa rpyna Mo cTaHJapTHU TepMUHU KbM EBpomneiickara ¢apmakomnes u He ca oo0OpeHH 3a ymoTpeda; Te ca
BKIIIOUCHU B 0a3aTa JaHHU Ha EBpomelckus TUpEeKTOpaT 1Mo KayecTBO Ha JieKapcTBara u 3japaBeomna3Bane (EDQM), 3a na ce m30erHe mojaBaHETO Ha
HOBHU UCKaHMSI 32 CHIUS TEPMHH.

TepMuHu Ha
AHTJIMHACKH €3UK

Tepmunu Ha
0bJrapcKu e3uK

Omnpenesnenne

Craryc

Dental cement

JleHTa/leH IUMEHT

Semi-solid preparation intended for application in or on teeth, which subsequently hardens
to form a seal or bond.

ITonymewpo npenapam, npednaznaien 3a Npulaeane b6 Ul 6bPXy 3b0U, KOUmo
snociedcmesue ce 6mebposied, NPU KOemo ce nocmuea 3aneiameane Ui C6bp36ate.

HOBa JIeKapcTBeHa (hopma

Powder and solution for
dental cement

IIpax u pa3TBOp 32 NeHTaIeH
IHMMEHT

Powder and solution to be used in the preparation of a dental cement.

Hpax u pasmeop, Koumo ce u3nojizeant 3a npucomesiHe Ha Ooenmarnen yumernm.

HOBA JICKapCTBEeHA (hopma

Powder for dental cement

Han 3a J€HTAJCH HMMEHT

Powder to be used in the preparation of a dental cement.

Hpax, KOUmMo ce u3non3ed 3a npucomesine Ha oenmaien yumernm.

HOBa JIeKapcTBeHa (hopMma

Solution for dental cement

Pa3TBOp 3a 1eHTaIeH HMMEHT

Solution to be used in the preparation of a dental cement.
Pasmeop, kotimo ce uznonseéa 3a NpU2OMeSIHE Ha OCHMALEH YUMEHIN.

HOBA JIeKapcTBeHa (hopma

Endotracheopulmonary
instillation, powder and
solvent for suspension

IIpax u pa3TBOpHTeJ 32
cycrmeH3us 3a
€HI0TPaXeoIyJIMOHATHO
HHCTHJIMPaHe

Package consisting of one or more powders, including freeze-dried powders, and one or
more aqueous solvents, intended for the preparation of a suspension for
endotracheopulmonary use.

Bmopuuna onakoeka, cvbovpoicawja npax uiu npaxoee (6KuoUUmento auoQuausupanL), u
€OuH Uy noseye GOOHU pasmeopument, NPeOHA3NaA4eHu 3a NPU2OMESHe Ha CYCREH3Us 3d
€HOOMPAaXeonyIMOHANHO NPULOICCHUE

HOBa JIeKapcTBeHa (hopMma

Implantation matrix

Mannua 3a UMMILVIAHTHPaHe

Solid sterile preparation consisting of a usually pliable, absorbent piece of material (e.g.
collagen), usually impregnated with a liquid preparation, intended for implantation in the
body. The material may be cut into smaller pieces before implantation, and may be shaped
around a tissue (e.g. a bone) or inserted into a medical device that is then implanted.
Implantation matrices are intended for release over an extended period of time, usually in
order to obtain a local effect. Usually the matrix disappears with time. When the product is
packaged as a separate matrix, powder and solvent (or matrix and solution), which are used
to prepare the implantation matrix immediately before use, the appropriate combined term
should be used; see for example ‘Powder, solvent and matrix for implantation matrix’.

Tevpo cmepunen npenapam, cbCmoswy ce om 0OUKHOBEHO 2b8KABO, A6COpOUpaulo napye
mamepuan (Hanp. KoiazeH), 0OUKHOBEHO UMNPESHUPAH ¢ MeYeH NPenapan, NpeoHa3HaAYeH
3a umnaanmupane 6 msaaomo. Mamepuanvm moogwce 0a 6v0e HAPA3AH HA NO-MATKU
napyema npeou UMNJIAHMUpane, Moxce 0da ce 0ghopmu 0Kol0 MbKaH (Hanp. Kocm) uiu od

HOBa JIeKapcTBeHa (opma




ce nocmasu 8 MeOUYUHCKO uzoeaue, Koemo cied mosa ce umnianmupa. Mampuyume 3a
UMAAAHMUPAHE Ca NPEOHAZHAUEHU Od 0CB000HCOABAM AKMUBHO 6EUJeCIBO UL BeUeCTNEa
3a NPOOBIACUMENEH NEPUOD OM BPeMe, ODUKHOBEHO 3a 04 ce NOAYUUL JIOKANeH eqeKm.
ObuxHoseno mampuyama uzuessa cieo epeme. Kocamo npodykmvm e onaxosan kamo
OMOeNHa MAmpuya, NPax u pazmeopumelt (Ui Mampuya u pasmeop), KOumo ce
U3NONI36AM 30 NPUSOMESIHE HA MAMPUYAMA 34 UMNIAHMUPAHE HENOCPeOCMEeH0 npedu
npunazane, mpsoea 0a ce u3NON36a NOOX00AU, KOMOUHUPAH mepMuH, éc. Hanp. ,,[Ipax,
pasmeopumen u Mampuya 3a Mampuyd 3a UMniaHmupatre”.

Powder, solvent and
matrix for implantation
matrix

IIpax, pasTBopuTea N
MaTpHIa 32 MATPULA 32
HMILUIAHTHPaHe

KOMOWHHUpPaH
CTaHIapTeH TePMHUH

[R] Aerosol

[R] Aepo3zoa

This is a very broad term that can apply to any dispersion of solid or liquid particles in air,
and is inappropriate as a Standard Term to describe a pharmaceutical product. Where the
intention is to refer to a pressurised preparation for inhalation presented in a metered-dose
inhaler, use the appropriate existing term such as 'Pressurised inhalation, emulsion',
'Pressurised inhalation, solution' or 'Pressurised inhalation, suspension'.

Toea e MHO20 06Uy MEPMUH, KOUMO MOXHCe Od Ce NPUTOICU 34 8CAKA OUCNEPCUs HA MEbPOU
WU MEYHU YaACIUYU 616 8b30VX, U € HeN0OX00sU KAmo CIaHOAPHeH MepMUH 3a ONUCBAHE
Ha nexapcmeen npoOoyKm. 3a 0003HaAUA6aHe HA Npenapam noo HalaeaHe 3a UHXATAYU,
KOUmo ce npednaza 8 003upauy UHXaiamop, 0d ce U3noa3ea N00X00au| Cbuecmsyealy
mepmun kamo ,, Emyncusa noo nanaeane 3a unxanayus”, ,, Pasmeop noo nansecawne 3a
unxanayus’” unu ,, Cycnenzus noo nausieame 3a unxaiayus’.

OTXBBPJIEH CTaHAAPTCH
TCPMHUH 3a JICKAPpCTBCHA

¢dopma

[R] Kit for implant

[R] Kut 3a umMnianTar

The term 'kit' is restricted for use in the field of radiopharmaceuticals (see 'Kit for
radiopharmaceutical preparation'). It is not to be used to describe combinations of
manufactured items that are to be reconstituted to form an administrable pharmaceutical
product. Use instead an appropriate combined term, for example 'Powder, solvent and
matrix for implantation matrix'.

Tepmunvm ,,kum” ce usnonzeéa camo 8 obiacmma Ha paouopapmayesmuyume (8ic. ,, Kum
3a paouogpapmayeemuuen npenapam”’). Toil e mpsbea 0a ce uznon38a 3a onUCeéane Ha
KOMOUHAYUY OM NPOU3EEOEHU KOMNOHEHMU, OM KOUMO Cle) PEKOHCMUMYUpane ce
RONY4A8a IEKApCMEeHUsm npooyKm 3a npuiazane. B makusa ciyuau mpsabea oa ce
U3N0136a NOOX005U KoMOuHupan mepmun, Hanp. ,, Ilpax, pasmeopumen u mampuya 3a
Mampuya 3a umnianmupaune”.

OTXBBPJICH CTAHAAPTCH
TCPMHUH 3a JICKAPpCTBCHA

tdhopma



http://www.edqm.eu/StandardTerms/mainSt.php?idTerme=798&recherche=1&langueRechercher=0&position=5

