OO6pa3zer epeBoia ¢ pyCCKOTo S3bIKa Ha aHTIIAHCKUH SI3BIK HHCTPYKITHH 0 TTPUMEHEHHUIO MEAUIIMHCKOTO

npenapara, pparMeHt:

Opurunnan: Ieperon:
DapmakokuHemuxa Pharmacokinetics
ITocne BHYTPUMBIIIEYHOTO BBEICHUS BcachiBaeTcss ObicTpo M | Following intravenous administration, medicinal

MONMHOCTBI0. MakcumanbHast KoHmeHTpaus (Cp.x) Tpu
BHYTPUMBIIICYHOM BBEICHUH 7,5 MI/KT — 21 MKr/mi, mocie
30 mMuH BHyTpuBeHHOH HWHGY3uM 7,5 Mr/kr — 38 MKr/miL
Bpemst noctmkeHuss MakcMMaiabHONH KOHIEHTpAMH (TCpax) —
okoyo 1,5 ¥ mocie BHYTpUMBILICYHOTO BBeIeHUs. CBS3b C
6enkxamu riazMel — 4-11%.

Xopomio pacrpenensieTcsi BO BHEKJIETOYHOH IKUIKOCTH
(conepxumoe abc1eccos, IJICBPATbHBIN BBITIOT,
acIUTHIecKasl, TepruKapIuaibHasi, CHUHOBHAIIbHAS,
nuM@aTudeckas U MEepPUTOHEATbHAsl YKUAKOCTh); B BBICOKHX
KOHLICHTPAIIMAX OOHapy>KHUBaeTCI B MOYC, B HH3KHX — B

KEJTYW, TPYJAHOM MOJIOKE, BOISHHCTON Biare rJasa,
OpOHXHATIBHOM CEKpPeTe, MOKPOTe H CIHMHHOMO3TOBOM
xunkoctu (CMXK).

Xopomo MpPOHWKAaeT BO BCE TKAHH OpPraHU3Ma, I/

HAKaIUTMBACTCsA BHYTPUKJICTOYHO; BBICOKHE KOHIICHTPAIIMU
OTMEYAIOTCSI B OpraHax C XOpPOIIMM KPOBOCHAOKEHHEM:
JIETKHE, TIeYeHb, MHOKap/I, Cele3eHKa U 0COOCHHO — B TIOYKaX,
IJIc HAKaIlIMBacTCs B KOPKOBOM BEIECTBE, 0OOJice HHU3KHE
KOHIICHTPAIIMH — B MBIIIIIAX, )KHPOBOH TKAHU M KOCTSIX.

[lpn Ha3HAUYeHMM B TepameBTHYECKHX Jg03ax (B HOpMeE)
B3pOCIIBIM ~ IIpemapaT HE [POHUKAEeT 4Yepe3 reMaro-
sHnedanmdeckuii 6aprep (I'OB), mpu BocmameHHH MO3TOBBIX
000J7T0YeK MPOHUIIAEMOCTh HECKOIBKO YBEIMYHBACTCA. Y
HOBOPOXXKJICHHBIX JOCTUTAIOTCS Ooree BBICOKHE
KOHIIGHTPAIlMM B CIUHHOMO3TOBOW JKHUJIKOCTH, YeM Y
B3POCIIBIX; MPOXOINT Yepe3 IUIAlCHTY - OOHapyKUBaeTCs B
KpOBM IUIOHa W aMHHOTHYECKOH >KkuimkoctH. OO0BeM
pacmpenenenus y B3pocisix — 0,26 n/kr, y mereit — 0,2-0,4
J/KT, Y HOBOPOXKIECHHBIX — B BO3pacTe MeHee | Hed. M Maccoit
tena MeHee 1500 r — no 0,68 n/kr, B Bo3pacte Menee | Hen. u
Maccoir tema OGomee 1500 r — mo 0,58 w/kr, y OONBHBIX
myxkoBucimao3om — 0,3-0,39 n/kr. CpenHsisi TepaneBTHIECKAs
KOHLICHTPAIMsl IPH BHYTPUBCHHOM HJIM BHYTPHMBILIEYHOM
BBEJICHWU coxpaHsieTcs B Tedenue 10-12 .

He wmetabGonmusupyercs. Ilepuon mnomyseiBenenus (T '2) y
B3pOCIBIX — 2-4 4, y HOBOPOXKIIEHHBIX — 5-8 4, y netei 6oiee
crapuiero Boszpacta — 2,5-4 4. Koneunas Benuunna T 2 —
6osiee 100 4 (BEICBOOOXKICHHE M3 BHY TPUKJICTOYHBIX JICTIO).

BeIBoaMTCS TMOUKaMU IyTeM KIIyOO4uKoBOH ¢unbrpanun (65-
94%) TpenMyIeCTBEHHO B HEW3MEHHOM Buje. [lodeuHbIi
kiupeHc — 79-100 mn/mus. T Y2 y B3pOCIBIX TP HAPYIICHHH
(GYHKIMM TTOYeK BapbUpyeT B 3aBHUCHMOCTH OT CTENCHH
HapymeHus — 10 100 4, y G0IBHBIX ¢ MyKOBHCIIUI030M — 1-2
4, y OONBHBIX ¢ O)koramu M runeprepmueit T %2 MoxeT OBITh

KOpOYe 10 CPaBHCHHIO CO CPEIHHMH IIOKa3aTeIsIMu
BCJIC/ICTBHE MOBHILIEHHOIO KJIMPEHCA.
BeBogurcss mpu  remommanmze  (50% 3a  4-6  u),

NIepUTOHEATbHBIN Tuanu3 MeHee dddextuBeH (25% 3a 48-72

).

product is rapidly and completely absorbed. The peak
level (Cpax) is 21 pg/ml following intramuscular
administration of the dose 7.5 mg/kg and 38 npg/ml
following 30-minute intravenous infusion of the dose
7.5 mg/kg. Following intramuscular injection, the time
to the peak plasma level (Tc..y) is about 1.5 hours.
Plasma protein binding ranges from 4 % to 11 %.
Medicinal product is well distributed in the
extracellular fluids (abscess fluid, pleural effusion,
ascitic fluid, pericardial effusion, synovial fluid,
lymphatic and peritoneal fluid); it is recovered in high
concentration in the urine, in low concentration in the
bile, breast milk, aqueous humor, bronchial excretion,
sputum and cerebro-spinal fluid.

Medicinal product penetrates well into the various
tissues and accumulates in the cells: its high level is
observed in the tissues with active blood supply, i.e.
lungs, liver, myocardium, spleen and particularly
kidneys, where it accumulates in the cortical layer;
lower concentrations are observed in the muscles, fat
and bones.

When medicinal product is administered in treatment
adult doses (as usual), it does not pass through the
blood-brain barrier (BBB); in case of meningeal
inflammation, its penetration capacity tends to
increase. In neonates, medicinal product achieves
higher levels in the cerebro-spinal fluid compared to
adults; it passes through placenta and is recovered in
the fetal blood and amniotic fluid. The distribution
volume of the medicinal product is 0.26 I/kg in adults
and 0.2-0.4 I/kg in children; up to 0.68 1/kg in neonates
less than 1 week old and weighing below 1,500 g; up to
0.58 l/kg in neonates less than 1 week old and
weighing more than 1,500 g; 0.3-0.39 I/kg in patients
with cystic fibrosis. The average therapeutic
concentration following intravenous or intramuscular
administration is maintained until 10-12 hours.
Medicinal product does not undergo metabolism.
Elimination half-life time (T'2) ranges from 2 to 4
hours in adults, 5 to 8 hours in neonates, 2.5 to 4 hours
in older children. The terminal half-life time exceeds
100 hours (due to the release from intracellular depots).
Medicinal product is eliminated via renal glomerular
filtration (65 % to 94 %), predominantly as unchanged
drug. The renal clearance ranges from 79 to 100
ml/min. In adult patients with impaired renal function
T varies dependent on the severity of renal failure,
achieving up to 100 hours; in patients with cystic
fibrosis it ranges from 1 to 2 hours, in patients with
combustions and pyrexia T% can reduce compared to
the average values due to the increased clearance.
Medicinal product is eliminated through hemodialysis
(50 % within 4-6 hours); peritoneal dialysis is less
effective (25 % within 48-72 hours).




