Hosu CTAHAAPTHU TEPMUWHMU u ONIPEAEJIEHUSA
oxo0penn ot Komucusita Ha EBponeiickara ¢papmaxonesi ot maii 2013 r. 10 okromspu 2013 1.

TepMUHM HA AHTJTIMHACKH €3UK

TepmMuHu HA OBJATAPCKHU €3UK

Onpenesenust

Jlexapcmeenu ¢popmu

Sealant matrix

MaTtpuua ¢ ThKaHHO JenuJio

Solid, sterile preparation consisting of a pliable piece of material
impregnated or coated with a sealant or with a powder that forms a sealant
after contact with an appropriate fluid (eg. blood). It may act as a
haemostatic agent and/or tissue glue. The matrix may itself form part of the
seal, and is usually absorbed by the body over time.

Tevpo, cmepunen npenapam, CbCmMoswy ce OMm 2beKAB0 napie om
Mamepuan, UMNIPecHUPAH Ui ROKpUm ¢ MbKaAHHO Jenuio Uil ¢ npax,
KOUmMo 0bpaszysa MmvKaHHO JeNULO0 Cled KOHMAKNM ¢ NOOX00AWA MeuYHOCH
(nanpumep Kpve). Toil modice 0a Oelicmea Kamo KpbBOCNUPAWO CpedCcmao
u/unu mokanno aenuno. Camama mampuya modice 0d yuacmed 6
3anevameanemo u 0OUKHOBEHO ce abcopoupa om msiomo ¢ meuenue Ha
epememo.

Powder for concentrate*

(* kpamvx cmanoapmen mepmun)

IIpax 3a koHuenTpat™

Hvanu cmaHOapmHu MePMUHU, KOUNIO MOaHCe 0a ce 3amecman. POWdel’ fOI’
concentrate for solution for infusion, Powder for concentrate for dispersion
for infusion, Powder for concentrate for solution for injection/infusion

IIvmuwa na eveexcoane

Intracholangiopancreatic use

HNuTpaxosaHrHoNaHKPEATHYHO
NpUJIOKEeHH e

Injection of a medicinal product into the bile duct and the pancreatic duct,
for example via a cannula introduced into the ampulla of Vater (the
common opening of the ducts), usually for the administration of a contrast
medium for techniques such as endoscopic retrograde
cholangiopancreatography (ERCP).

HHcheKmupaHe Ha j1ekapcmeen npodykm 6 JHCIBUHUA U NAHKpeamu4HUs
Kanan Hanpumep upes Kaniona, 6veedena é avmnyiama na @amep (0ouus
omeop Ha KaHanume), 06MKH06€H0 3a npujiacane Ha KOHmpacmHo
8eWecmeo npu Memoou Kamo Hanpumep eHOOCKONCKAd pempozpaoHd
xonanzuonanxkpeamoepagpus (EPXII).

Peritumoral use

IlepuTyMOpPHO NPHJIOKEHUE

Administration of a medicinal product directly into the region surrounding
a tumour.

Ilpunaeane na nexapcmeen npooykm ¢ o61acmma HenocpeoCcmseHo OKoI0
mymop.




Koméunupanu cmanoapmnu mepmunu

Ear drops, solution in single-dose
container

Kanku 3a ymu, pa3Teop B
€/1HO/1030Ba ONIAKOBKA

Ear/nasal drops, suspension

Kanku 3a ymu/Hoc, cycneHnsust

This term is only to be used in cases where there is not a single
predominant route of administration for the medicinal product.

Tozu mepmun 0a ce U3noa38a camo 8 caydau, Koeamo HAMA e0UH OCHOBEH
LM HA 6bEeEHCOaHe Ha JleKapcmeeHusl I’lpOOme.

Film-coated tablet and gastro-
resistant granules in sachet

@uamupana TadjeTka u
CTOMALIHO-YCTOHYMBH I'PAHYJIH
B cale

Solid preparation consisting of a film-coated tablet and gastro-resistant
granules presented together in a sachet and intended to be swallowed
together as a single dose. If two or more tablets are present to make up the
dose, the term ‘Film-coated tablets and gastro-resistant granules in sachet’
is used.

Tevpo npenapam, cvcmosiyy ce om QUIMUPAHA MAOIEMKA U
CMOMAWHOYCMOUYUBU 2PAHYIU, ONAKOBAHU 3A€0HO 8 caule,
NPeOHA3HAYeHU Od ce 2blmam eOHO8PEMEeHHO Kamo eOHa 003a. Axko 6
cawemo ce cvOvpIcam 08e ulu nogeye madiemKu Kamo 4acm om 003amd,
ce usnonzea mepmunvm ~Quimupany madiemxu u CMmoMauHoycmoudusy
epanynu 6 caute”.

Ilpepabomenu oegpunuyuu na cmano

apmHuu mepmuHu

Cannula

Kanrona

Administration device, tubular with a conical tip used for the application of
liquid or semi-solid pharmaceutical forms.

Cpeocmeo 3a npunaeane, mpv008UOHO ¢ KOHUYEH 8PbX, KOemo ce U3No36d
3a npuiacane Ha MeyHU UL NOTYMEbPOU IeKAPCMEEHU (HOpMUL.

Inhalation solution

Pa3TBOp 32 nHxajganusa

Liquid, usually multidose preparation consisting of a solution intended for
inhalation use. The preparation is presented in a non-pressurised container
fitted with a metering dose mechanism. ‘Nebuliser solution' and
'Pressurised inhalation, solution' are excluded.

Teuen, 06UKHOBEHO MHO2000308 Npenapam, npedcmasisiéauy pamseop,
NPeOHA3HAYeH 34 UHXAAAMOpHO npuiodcenue. [Ipenapamvm ce npednaza 6
0NaKosKa, Kosimo He e noo Hasizane U e CHAbO0eHa ¢ 003Upauy Mexanu3vm.
Tepmunvm ne exnousa ,, Pasmeop 3a nebyauzamop” u ,, Pasmeop noo
Hansieane 3a uHxaiayus”.




