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TERM/TEPMUH

DEFINITION

JE®UHULIUS

JEKAPCTBEHU ®OPMU

(DOSAGE FORMS)

Concentrate for solution
for intraocular
irrigation

Konuyenmpam 3a
Pazmeop 3a evmpeouna
npomugeka

Liquid sterile preparation intended to be
diluted in the specified liquid to obtain a
solution for intraocular irrigation.

TedeH crepuiieH npenapar, NpeJHa3Ha4YeH Ja
ce paspenu ¢ ornpeseneHaTa TeYHOCT, 3a Ja
ce TOJIy4H pa3TBOp 32 BETPEOUHA TPOMHUBKA.

Granules for rectal
suspension

I'panynu 3a pexkmanna
cycnensus

Solid preparation consisting of
aggregated particles, which may include
excipients to facilitate wetting and
dispersion, intended for dispersion in the
specified liquid to obtain a rectal
suspension; the rectal suspension is
usually prepared just before
administration to the patient.

TBBpA mpenapaTt, ChCTOSAI C€ OT arperupaHu
YaCTHIIM, KOWTO MOXKE J1a BKJIFOUBA TIOMOIIHU
BEIIIECTBA 3a yIIeCHsIBaHE Ha OMOKPSHETO U
mucnieprupanero. [IpeqHaszHaden e 3a
JHCIIEprupane B ONpeesieHaTa TeYHOCT, 32
Jla Ce TIOJIyYHU PEKTaIHA CYCIICH3HUS;
peKTallHATa CYyCIeH3HsI OOMKHOBEHO Ce
MIPUTOTBSI HEITOCPEACTBEHO MPEAN TIprjIaraHe
Ha TMaIUeHTA.

Powder and solvent for
syrup

Ilpax u pazmeopumen 3a
cupon

Preparation consisting of one or more
powders, including freeze-dried
powders, intended to be dissolved in the
accompanying solvent to obtain a syrup.

[Ipenapar, cbCTOAI CE OT Mpax WIH
MpaxoBe, BKIOYUTETHO JTHOPUIN3UPAHH
MIpaxoBe, MpeJHa3HauEeH /1a Ce pa3TBOPHU B
pa3TBOPUTENIS, 32 J1a CE MOJIy4H CHUPOTI.

Powder for prolonged-
release suspension for
injection

Ilpax 3a unsicekyuonna
CYCHEeH3Us C YOBIIHCEHO
0ceoobo0dcoasane

Sterile preparation of one or more
powders of (a) solid active substance(s),
including freeze-dried powders, intended
for dispersion in the specified solvent to
obtain a prolonged-release suspension
for injection.

CrepwuiieH npenapar, ChAbpIKall Mpax uin
MpaxoBe OT €JHO WJIM TIOBEeYE TBHPAU
aKTUBHU BEIIECTBA, BKIFOUUTEITHO
TO(UIM3UpPaHN TIPAaXoBe, MPeHAa3HAYECH 3a
JUCTIEpTUpaHe B ONPEAEIICHHs pa3TBOPHUTE,
3a J]a ce TOJIY4YH MHKEKIIMOHHA CYCIIEH3US C
YABIDKEHO 0CBOOOXKIaBaHe.

Solution for intraocular
irrigation

Pazmeop 3a evmpeouna
npomuexa

Sterile preparation consisting of a
solution intended for irrigation of one or
more internal structures of the eye, for
example during surgical procedures.

CrepuiieH npenapar, MpeCTaBIIBaI]
pa3TBOp, IpeTHA3HAYCH 32 IIPOMHBAHE Ha
€/lHa WM 1T0BEYEe BHTPEIIHH CTPYKTYPHU HA
OKOTO, HAIIPUMED 110 BPEME Ha XUPYPTUIHU
HPOLETYPH.

MBbTUILIA HA BBBEXKIA

HE (ROUTES OF ADMINISTRATION)

Intraglandular use

Humpaznanoynapno
npunodxcenue

Administration of a medicinal product
directly into a gland, usually by
injection. Only to be used where more-
specific terms such as 'Intraprostatic use'
and 'Intramammary use' do not apply.

[Ipunarane Ha JeKapCcTBEH MPOIYKT
IUPEKTHO B JKJIe3a, OOMKHOBEHO Upe3
UHXEKTUpaHe. [la ce u3monsBa caMmo Korato
ca HeTPUJIOKUMH TO-Cenn(pUIHI TEPMUHH,
KaTo "MHTpaNpOCTaTHO NpHIIOKEHHUE" 1
"HHTpaMamMapHO NpuiIoKeHue" .

Intraportal use

Humpanopmanno
npunoscenue

Injection/infusion of a medicinal product
into the hepatic portal vein for local
delivery to the liver.

Wmxextrpane/ nHQY3us Ha JIEKaPCTBEH
MPOAYKT B YEPHOpOOHATA MOPTaIHA BEHA 3a
JIOKAJTHO JIOCTaBsHE B UE€PHHUA APOO.

Intrapulmonary use

Humpanynmonanno
npunoscenue

Administration of a medicinal product
into the lung, usually by injection.
‘Inhalation use’ and
endotracheopulmonary use’ are

excluded.

[Ipunarane Ha JeKapCcTBEH NPOAYKT B Oenus
Ipo0, OOMKHOBEHO Upe3 WHKEKTHPAHE.
TepMI/IH’bT HE BKJIIOYUBA MHXAJIaTOPHO
MPHUIIOKEHHUE U SHIOTPAXEOMYIMOHAIHO
MIPUIIOKECHUE.
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KPATKU TEPMUHMU (PATIENT-FRIENDLY TERMS)

Powder for prolonged-
release injection

Ilpax 3a unscexyus c
YOBIIHCEHO 0C80D0IHCOABANE

KOMBUHUPAHU TEPMUHU (COMBINED TERMS)

Powder and solvent for
prolonged-release
suspension for injection in
pre-filled pen

Ilpax u pazmeopumen 3a
UHIICEKUUOHHA CYCREeH3Us

Sterile preparation of one or more
powders of (a) solid active
substance(s), including freeze-dried
powders, intended for dispersion in
the accompanying solvent to obtain a
prolonged-release suspension for
injection. The powder and the solvent

CrepuiieH Mpenapar, ChIbPXKAI MPax WiH
[paxoBe OT €IHO WJIH MOBEYE TBhPIU
AaKTUBHU BCUICCTBA, BKIIFOYHUTCIITHO

IO UITH3UPAHY TTPAX0BE, MPEAHA3HAUYECHH 32
JIMCTIEPTHPAHE B Pa3TBOPUTEIIS, 3a [ CC
IMMOJIy4YHr MHXCKIMOHHA CYCIICH3HA C
YABIDKEHO 0CBOOOXKAaBane. [IpaxbT u

C YOBAHCEHO . AP
0e60BoNCOasaNe 6 are contained in different Pa3TBOPUTEIIAT CE ChABPXKAT B PA3IUYHU
compartments of the pre-filled pen. OTJICJICHUS Ha TIPeIBAPUTEITHO HAIThITHEHATA
npeosapumenno
nUcajKa.
HanvIHeHa nUcaiKa
NPEPABOTEHU JE®@UHULIUN
Implantation Insertion of an implant or living tissue | [locTaBsiHe Ha UMIUIAHTAT WM €KBUBAJICHT Ha
Hmnaanmupane equivalent into living tissue. JKUBA ThKaH B )KMBa THKaH.

[Definition revised to include living
tissue equivalents on 17/04/2014]

Intraocular use
Bwvmpeouno npunoscenue

Administration of a medicinal product
into the eye. The term 'intraocular use'
is only for use when a more specific
term (e.g. 'intracameral use',
"intravitreal use') does not apply.
Ocular use and subconjunctival use
are excluded.

[Ipunarane Ha JeKapcTBEH MIPOAYKT B OKOTO.
TepMUHBT ,,BBTPEOUHO NMPHIIOKEHUE ce
U3I10JI3Ba CaMO KOraTo € HEIPUIIOKHUM I10-
cnenuduyueH TepMUH (Harp. ,,AHTPAKaMepHO
MPUIIOKEHHE”, ,, AHTPABUTPEATHO
MIPUIOKEHHUE”) U HEe BKIIOYBA OYHO U
CyOKOHIOHKTHBAJIHO PHIIOKEHHUE.

JIOBABEHU JIE®UHULINHA

Powder for solution for
intraocular irrigation

Ilpax 3a pazmeop 3a
8bMPEOUNHA NPOMUBKA

Solid sterile preparation consisting of
one or more powders, including
freeze-dried powders, intended to be
dissolved in the specified liquid to
obtain a solution for intraocular
irrigation.

TBBpA cTepuiIeH NpenapaT, ChCTOSAM] Ce OT
Mpax WK MPaxoBe, BKIIOUNUTEIHO
ToGUIN3UPaHH [TPaxoBe, MpeJHa3HAYCH 12
Ce pa3TBOPH B OINpE/EIeHaTa TEUHOCT, 3a J1a
ce MOJIy4H pa3TBOp 3a BBTPEOYHA IPOMHUBKA.

Solvent for solution for
intraocular irrigation

Pazmeopumen 3a pazmeop
3a 6bmMpeouna NPOMUEKA

Liquid sterile preparation intended to
be used as a solvent in the preparation
of a solution for intraocular irrigation.

TeueH cTepuiieH npenapar, NpeAHa3HaueH aa
C€ U3I10J13Ba KATO Pa3TBOPUTEI 3a IIPUTOTBSHE
Ha pa3TBOp 33 BBTPEOUHA IMPOMHUBKA.




