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Moayns 1.3 Tpiakcon (Triaxone), 1r, CTEPHIBLHHH HOPOLIOK 15 PO3YMHY IS B/B iH’€kmifi  munens .
Hedrpuaxcon (Y BUrIaAOi ueQTpnaKconz HaTpil) 2021 p.

1.3.1 Koporka XapaKTepHCTHKA JTikapcbkoro 3acoly

1. HA3BA JIIKAPCBKOT'O 3ACOBY

2. SIKICHMH TA KUTbKICHUI] CKJIAJ

3. JIIKAPCBKA ®OPMA

4. KJIIHIYHA IHOOPMAITI A

4.1 Tepanesruynj TTOKa3aHHs

4.2 Jlosu Ta cmoci6 3aCTOCYBaHHS

4.3 Iportunokasanms

4.4 Ocobnusi 34CTCPEXKEHHA Ta 3an06ixHi 3ax011 TIDH 3aCTOCYBaHHi

4.5 Bazaemonis 3 immmmu JKapCHKAMH 3ac06aMH Ta IHIII BH/M B3aeMoyiii
4.6 3actocyBanms HiJl 9ac BariTHOCTI Ta TONyBaHHA TPy A0

4.7 Bms wa s3martmicTs KCPYBAaTH TpaHCOPTHUMH 3acoGamu abo mpamoBatn 3 IHITUMH
ABTOMAaTH30BaHHMH CHCTEMaMH

4.8 TloGiuni peakii

4.9 Ilepenosysanns

5. ®APMAKOJIOITYH] BJIACTHUBOCTI

5.1 ®apmakoguramiuxyi BJIaCTHBOCT]

5.2 ®apmaxokinernyni BJIACTHBOCTI

5.3 Jloxminivni naui 3 6esmexy

6. D®APMAIIEBTHYHA IHOOPMAILILY

6.1 Tonmomixui PEYOBHHU

6.2 HecymicHicts

6.3 Tepmin npunataocTi

6.4 OcobmuBi 3amo6ixui 3axonu nipu 36epiranui

6.5 Tumn ta Bmict YIaKOBKH

6.6 Crenianshi saxomu Gesmex TIpH yTHmi3anii Ta IHIIOMY MOBOKeHH]
7. BJIACHUK PEECTPAIIMHOIO ITOCBIAYEHH S
8. HOMEP(I) PEECTPAIIIHOT'O IIOCBITYEHH 1

9. IATA IIEPLIOI PEECTPALII/TIONOBKEHHS PEECTPAIIITHOT'O ITOCBITYEHHS
10. JATA OCTAHHBLOTO TIEPETJISITY
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Moayns 1.3 Tpiakcon (Triaxone), 1r, CTEPHIILHHEA MOPOWIOK q151 PO3YHHY st B/B iH’eKknifil  nHmens
BHIJISAI HePTPHAKCOHY HaT ix0 2021

Koxen dnaxon micturs:

IHosuuis  Hazga Marepiajay Ilxana (r/ ¢aaxon)
Ne
1. Hiroua PEYOBHHA:

Hedrpuakcon 1,000
Y BHIISAI cTepuBHOrO nedrpuakcony HaTpiro * 1,414

Koxna amnyna PO3YHHHMKA MiCTHTR:
10 M crepunsnof BOOM JUIA 1H’ €Kil

Crepunbauii HIOPOIIOK M1 po3unHy nyis B/B 1H ek

Omuc: Kpucranignmii TIopomIok Bifg 6inoro o KOBTYBaTOro-6i10r0 KOJIbopy.
. KJIHIYMHA THOOPMALIS
g1 TepaneBruuni nokazamus

Tpiakcon nokasanuii JUIS TIKyBaHHS HaCTymHUX iH¢eKuii y AOpoCHuX i niTel, B TOMY YHCJII JOHOILIEHHX
HOBOHapOKeHHX (Bij HapOJKEHHS):

*  baxrepiansni Meninriti

*  HosarocnitamsHa nuesmonig

*  Tocmitansna nuemowis

*  Toctpuii cepenniit otur

*  Intpaabpominanpui iHpexmil

*  Ycknamseni indexuii CCUOBHMBIAHMX IUIAXIB (B TOMy uHCIIi mienonedpuT)

*  Indekuii xicrok j Cyri00iB

*  Ycknansewi indexmii IIKIPH Ta M’SIKHX TKAHHH

*  Tonopes

*  Cupinc

*  baxrepiansni CHIOKapauTH
Tpiakcon moxna 3aCTOCOBYBATH:

*  Jnsa nikyBanus 3aTOCTPEHb XPOHITHOTO OGCTPYKTHBHOrO 3aXBOPIOBAHHS JIETEHD Y IOPOCITHX

bakrepianeny iH(pekiro
*  /lna nikyBauus nmanientis 3 Oakrepiemiero, sxa MOB'A3aHa a60o IMOBIPHO T0B's3aHa 3 Oyab-sK010
1H}eKIiero, NICPEPAaX0BaHOIO BHIIE

Tpiakcon meo6ximHo TIpH3HaYaTH B KoMOiHamii 3 iHmamy aHTHO

KOH®IIEHLIIITHO




Monyms 1.3 Tpiakcon (Triaxone), 1r, CTEPHILHHH NOPOLIOK 151 PO3YHHY It B/B iH’€KkNili  mumens !
HedTpuakcon (y Burasaai ueggrgualcconx HaTpilo) 2021 p. j

Ho3a nikapcrkoro 3aco0y 3amexuTs Bix TSKKOCTI, 9y TIHBOCTI, JoKamsanii i tumy 1H}eKLii, a Takox BN
BIKY i QyHKIIT newinky 14 HHUPOK naIfieHra.
Hwxue naBeneno PCKOMCH/I0BaHI 11031 3anexHoO Bix II0Ka3aHb. B 0co6muBo Tsxkux BUIAZKaX CJIif

34CTOCOBYBaTH HalfBHILy 103y i3 PCKOMECHNI0BaHOTO Nianaszony.

Jopocai Ta gitu Bikom Big 12 poxkis (> 50 KT)

Yacrora BBeJIEHHA * *
1 pas Ha o6y

Hoxazanng
ITozarocmitansua ITHEBMOHI s
Loctpi ycknannenns XPOHIYHO]
00c THBHOI XBOPOOH JIereHs
BuyTtpimHsouepesHi in eKIiT
Yexnanueni indexuii CCYOBHMBIOHHX NIUIAXIB
BKIIOYAIOYH mienoHehpuT

locnitansra nmueBMonis

Ycknanueni indexmuii IIKIPH i M’IKHX TKAHHH
Indexuii xicrok i CyI06iB

1 pa3 Ha o6y

1 pa3 Ha o6y Benenns mauientip 3 HEHTpONeHiero, y sxux
PO3BHHyNacs mnpomacHums i e migo3pa Ha
bakTepianery iHbekmito

Bakrepiansauit CHIOKapIUT

bakrepiansunit Meninrit

* Ilpn moxyMmenTansmo HiATBEpIKEHI i GakTepiemii crig po3ria

** 'V pasi 3aCTOCYBaHHS 103, 1110 TIEPEBHIYIOT 2 T Ha 106y, Moxe OyTH NOLiNBEHUM BReneHHS npenapaty nsigi Ha 106y (3 12-
TOMHHHM iHTepBaoM).

Iokazanns y Aopocaux i piteii Bikom Bix 12 POKiB (> 50 kr), mo HOTPedyIOTh 0COGIMBHX cxem
MO3yBaHHs
* Tocrpwuii cepenniii orur
Mosxe 6yTr 3acTocosana ONIHOpa30Ba BHYTPIIHBOM 51308 11032 1-2 1 npenapary.
Hesxi nani csiguats, mo Y BHIIANIKY, KON CTaH NALi€HTa TSHKKHA abo Tnonepenns tepamis Gyna
HeeeKkTHBHOIO, Tpenapar Moxe 6yTH eexTHBHIM Ipu BHyTpimHLOM’xsoBOMy BBC/ICHHI B 1031 |-
2 r Ha 106y mpoTsrom 3 muis.
* Ilepenonepaniiina npoginakTHKa iHdexuiii Y Micui xipypriunoro BTPYYaHHH
2 01HOpa3oBo nepex omepamuiero.
* T'oHopes
Pazora noza 500 mr BHYTPIIIHEOM 3080,
* Cudinic
Pexomennosana no3a 500 mr — | T 1 pa3s Ha 106y 3i 36imbmennsam N031 10 2 1 1 pa3 Ha no0y npu
Helpocudinici nporsrom 10—14 IHIB. PexoMenmanii mono AO3yBaHHA NpPH CHUINICI, BKIIOYa0qH
Heiipocuinic, 6a3yrorscs Ha obmexennx nanmx. Crrix Takos BPaXOBYBaTH HalliOHANbHI 260 Micies]
PEeKOMeHarii.
* JuceminoBaumii Gopenios Jlaiima (panniii [I1 cranisi] i mizniii [TT1 crafis])
ITo 2 r 1 pa3 Ha n06y mporsirom 14-21 nus. PexomennoBana TPHBAJICTh JIKYBaHHS Bapiloe, cig
TaKoK BpPaxOBYBaTH HalliOHAJBHI aGo MICIIEBI pekoMeHariy.

KOHO®IJIEHLIIITHO




Moayas 1.3 Tpiakcon (Triaxone), 1r, CTEPUIBHMI MOpomIoK fs PO3YMHY 1151 B/B iH’ekuiii  numens,
o He¢Tpuaxcon (y Burasni ueprpuakcony HaTpio) 2021 p.

iTH
Hononapozmceni, HEMOBJIsITA Ta NiTH BikoM Bix 15 AHiB 10 12 pokis (<50 xr)
JiTam 3 Macoro Tina Bizt 50 Kr cnix 3acTocysary 3BHYalHI 103H VIS IOPOCIIHX.
/lo3a nedrprakcony* YacTora BReenns** Iokazanns
50-80 mr/kr 1 pa3s na no6y Buyrpinmsoyepepni ekl
Yeknanneni 1HbeKii ceyoBMBITHIX LUIAXIB
BKIIIOYAIOYH miegoHehpUT
[ozarocnitansua TTHEBMOHI S
Tocnitansia naeBMORis
Ycknanneni IHOEKIIT Kipy i M’stKHx TKaHUH

50-100 mr/kr 1 pas na no6y
(MakcuManeHo 4 )

Tndexuii kicTox i cyrnobis
Benenns nmaujenrip 3 HeHTponeHieto, y sxmx
PO3BHHYJIaCAs mpomacHung i e mizo3pa Ha

bakrepiansny 1HbeKLIT0
80—100 Mr/kr 1 pas na no6y Baxrepiansnuii Meninrit
MaKCHMaJIEHO 4 T
100 mr/kr 1 pas na 106y Bakrepiansuuit €HJIOKapIuT

* Tlpu noxyMenrtansao HiATBEp K eHIi Gakrepiemii cmip POSIISHYTH 3aCTOCYBaHHA HaiBHIIO] N03H 13 peKkoMeHmoBaHOTo
Jianasony.

** 'V pasi 3aCTOCYBaHHs 703, 1110 TIEPCBAITYIOTE 2 T Ha 106y, Mosxe OyTH NOLiNLHMM BRenEHHS Tipenapaty aBidi Ha 106y (3 12-
TOXHHHHM iHTepBanoMm).

Ilokasanns y HOBOHAPOIKEHNX, HEMOBJIAT Ta JiTeii BikoM Bix 15 quis 10 12 POKiB (<50 kr), myo noTpedyTH
OCOO.THBHX CXeM J103yBaHus:

* TocTpuii cepenniii oTut

* Cudinic
Pexomennosana mosza 75-100 MI/KT (MakcHManbHo 4 r) 1 pa3 Ha n06y npotrsrom 10-14 nuig,
PexomeHnanii mozo A03yBaHHA NMpH CHidici, Bkmouarouyn HeHpocudinic, GasyloTscs Ha ayxe

HoBonapon:keni pikom 0-14 nnis
Hedrpuaxcon nporumokasammis AUIA 3aCTOCYBaHHS HENOHOIIEHUM HOBOHApOKEHUM BikoM 10 41 TiykHs

032 HeTpHaKcony* Yacrora BBesenns ITokazanns
20-50 mr/xr 1 pa3 na no6y BHyTpimmsouepesni in EKITii
Ycknanneni IHObeKIT tTKipy i M’stxnx TKaHUH

Ycknanneni 1H}eKi] CCHYOBHBIAHHUX NIISXIB
(BKIIrOYArOUH nienonegpur)

Io3arocnitaneua TIIHEBMOHIY

I'ocnitansna naeBMOHIs

Indexuii xicTox i Cyrio6is m ,

N
a

=
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Monyms 1.3 Tpiakcon (Triaxone), 1r, CTePHIILHMI NOpoMIOK 15 PO3YHHY 114 B/B iH’€KIiii  munens
HedTpuakcon (y Buragnui uedpTpHaKcony HaTpilo) 2021 p.

Benenns nauienris i3 HEUTpOIIeHi€l0, Y AKHX
PO3BHHYJIaCS NpomacHMIE | e nigo3pa Ha
bakrepianpny iHpexmio

1 pa3 na no6y Bakrepiansuuit meniarit
*

PIUKeHIH Gakrepiemii crix POSTJIAHYTH 3aCTOCYBaHHA HaiBHIO] N03H 13 pEeKOMEHI0BaHOro

He ciig TIEPEBHITYBATH MaKCHMabHY n060By 1103y 50 Mr/kr.

Hokazanns y HOBOHAPO/:keHNX Bikom 014 quiB, myo NOTPedYIOTh 0COBINBHX cXeMm A03yBaHHI:

* Toctpuii cepenuiit orut
ns mogarkosoro JIKYBaHHS TOCTPOro CCPEAHBOTO OTHTY MOXe 6YTH 3aCTOCOBaHA OZIHOpa3oBa
BHYTPIIIHEOM ’5130Ba 16’ €KIis nehTpHaKCOHy y 103i 50 Mr/kr.

* Iepenonepauiiina npoginakruka indexniii Y Micui xipypriunoro BTPY4YaHHSA
20-50 mr/kr OZIHOPa30BO Nepex onepariero.

* Cudinic
Pexomennosana nosa 50 mr/kr 1 pas Ha 100y npotsrom 10—14 jxis. Pexomennanii momo TO3yBaHHS
Ipu cudilici, BKIOYaouy Helipocuoinic, 6asyroTrcs Ha AyKe OOMEXEeHHX naHux. Cnin takox
BPaxoByBaTH HalliOHAbHI a0 Micies] PCeKOMeHanii,

aHTHO10THKOTEpani], 3aCTOCYBaHHs uedTpHakcory cmig TIPOOBXKYBaTH NpoTsarom 48—72 roguu miciis
SHHKHCHHS CHMITOMIB NIPONacHHIi aGo MIATBEPIUKEHHS NOCATHEHHS epanukanii 6akrepiansHoi iH}eKmii.
IauicnTn aiTHboro Biky

3a yMOBH 3a710BinBHO] $yHK1ii HUpOK i meyinky KOPEKILS I03H NalieHTaM JTiTHLOro BIKY He NOTpi6Ha.
IauienTn 3 neyinkoporo HeJI0CTaTHiCTIO

Hassni nani cBimuars PO BIACYTHICTH HeOGXimHOCT KOPHTYBaTH no3y mins namientis 3 merkoro abo
IIOMIPHOIO MEYiHKOBOIO HCZIOCTATHICTIO y BUNAZKY, SKIO dyHKUis HHpOK He MopyIIeHa.

Hemae panux nocnimxens II0/I0 MALIEHTIB 13 TSHKKOIO TICYIHKOBOIO HEJIOCTATHICTIO (m1B. Po3snin 5 2).
HanienTn 3 HupKoBOIO He OCTaTHiCTIO

Hemae neobxinnocri SHHIKYBATH 7103y nehTPHaKCORy ISt marieHTiR 3 HOPYIICHO HUPKOBOIO (yHKIIicK0
B TOMY BHUAJKy, SKIIO (yHKIiS MewiHkH He Hopymena. JInme B pasi HupkoBoj HENOCTaTHOCT] y
NepenTepMiHabHii  cramii (xmipenc KpeatuHiHy <10 M/xB) n06oBa A03a neTpHAaKcOHy He Mae
TIEPEBHUILYBaTH 2 T.

IIpn OZHOYaCHOMY TSDKKOMY NOpYIIeHH]  (ByHKmii HUPOK 1 MEYiHKH PCKOMEHIYETHCS  peTensHuit
KJIiHIYHHH MOHITOPHHT Ge3mexy Ta edexTuBHOCT npemnapary.

Cnoci6 BBenenns

Posnin 4.3).

KOH®IAEHIIIITHO




Hoa Tiepenonepaniiinoi npopinaxruky iHbeknii B JUTAHI XIpypriusoro BIpy49anHs uedrpuakcon
HEoOXinHO BBOmuTH 32 30-90 xBumnn no oneparii.
Iacrpykunii mono BIIHOBJIEHHS JKapCLKOro 3aco0y mepen BBeneHHsIM JUB. y Posnini 6.6.

. Finepuyrmugicts 1o nedrpuakcony a6o A0 Oyab-sxoro iHmoro ue(banocnoplmy, abo 1o Gyms-
AKHX TOIOMI>KHHX PCYI0BYH, 3a3Ha9eHHX y po3mini 6. 1.
. Bupaskena TiNepYyTIHBiCTS (Hanpukmaz aHadinakTHyHa peakuis) B anamuesi no Oynb-sxoro

1HIIIOro GeTa-naxramuoro aHTHOaKTepiagEHOroO 3acoby (meHinmming, MOHOOaKTaMu i Kapbanenemu).
. Hedrpuakcon NIPOTHIIOKA3aHMIA:
* HCIOHONIEHHM HOBOHAapO/KCHMM  Bikom g0 4] THXHS 3 ypaxyBaHHsSM CTPOKy
BHYTPIIIHBOYTPO6HOTO PO3BHUTKY (TecTauiituuii Bik + pix nicis HapOKeHHs)*
® JOHOIIEHHM HOBOHAapOLKeHHM (10 28-neHHOrO BIKy):
o3 rinep6inipy6iHeMie}o, ’KOBTAHHLIEIO a60 rinoams6yminemicro M allHII030M, OCKIJIbKH Iie CTaHH,
32 JKHX 3B'A3yBaHHS 6inipy6iny, HMOBipHO, mopymene*
D fKIIO BOHM MAalOTh IOKA3aHHS (abo OYIKYEThCA, [0 MaTHMyTh no0Ka3aHHs) 0 TKyBaHHsI
KaJIbLieEM s BHYTPIIIHEOBEHHOTO BBCICHHA a00 KaulblieBMiCHHMY IHOy3iamu y 3B'A3Ky 3
PHU3HKOM YTBOpEHHS NpenumiTaTin uedTpuakcon-kampieso; coui (auB. Po3ninu 4.4,4.8 12 6.2).
* llocmimxenns in vitro TIOKa3aH, 10 nehTpHaKcon Moske BHTICHATH 6iNipy6in 3 fioro MicCIb 3B'3yBaHHs
3 CHPOBaTKOBHM anmeOyMiHOM, M0 CTBOPIOE PH3HK PO3BHTKY O1ipy6inoBo§ eHnedanonarii y mux
TaII€HTIB.
. Sxmro nigoxain BHKOPDHUCTOBYIOTH 5K PO3YHHHHK, IEpe1 BUKOHAHHSIM BHYTDPIIIHBEOM'S30B0] 1H'eKIii
nedrpuakcony HEOOXiNHO mepekonaTHCs Yy BiICyTHOCTI TIPOTHIIOKa3aHb 10 Minokainy (muB. Poznin 4.4),
HuB. indopmanito s KOPOTKifl  XapakTepHcTj JTKapCLKOro 3acoly s JNI0KaTHy, 0Cco6IHBO
IPOTHIIOKA3aHHS,
. Pozyunn uehTpHaKCony, 110 MicTaTE JiIOKaiH, HIKOIH He CIIiJI BBOIUTH BHYTPIIIHEOBEHHO.

»

. 132CTepeAKeHNs Ta 3a1106i
Peakmnii rinepuyranpocti
S i mpu 3acrocysanmi Beix OeTa-nakTaMumx aHTHOIOTHKIB, MOBimOMISLIOCSK IIPO BHNANKH Cepiio3Hmx
peaxiin TiepYyTIHBOCT], 1HOZI 3 JeTanbHuM HacmiakoM (muB. Posnin 4.8). V pa3i Taoxknx peaxiii
TIIepYyTINBOCTI 3aCTOCyBaHHA uebTpHakcoHy ciig HCTaHHO NPHIMHATH Ta BkHTH HaJIEXXHHX

peakuii rinepyyrausocti 1o nedTpHakcony, iHmmx nedanocnopuuis a6o iHmmx THIIIB 6eTa-J1aKTaMHHx
3aco0iB. Citiz 3 o6epesxnicTio 3aCTOCOBYBATH e TPHAKCOH MamienTaMm i3 HasABHICTIO B aHAMHE3] HETSKKO]
TINEPYYTIMBOCTI 10 iHIIHX OeTa-nakTamMuux TIpenaparis.

3apeectpoBani Bunmanky TAKKUX HeOaXkaHHUX peakiiii 3 6oky mikipu (cuHIpOM CriBenca-J[xoHcona a6o
cunnpom Jlattenna/Tokcynuii eniAepMalbHuii HEKPOJIi3, peakmist ua JIKapCHKHIA 3acif 3 €03uHO1IErO Ta
CHCTEMHHMH CHMIITOMaMH (DRESS-CHHI[pOM)), AKI MOXYTb GyTH HEOC3NEYHUMY U1 HUTTS 260 Matu
JICTalbHUH HACTIZOK; OJHAK YacTOTA 1NX SBUIL HeBiNOMa (quB. Posjin 4.8).

Bzaemonis 3 mikapenxamu 3ac00aMH, 10 MicTATH KaJbIii

Y HemoHomenmx Ta AOHOIICHHX HEMOBJAT BIKOM MeHme | MICSLA ONHCAHO BHmanKy YTBOPEHHS

INATBCPIUKEHUX — BHIIA/KIB YTBOPCHHS  BHYTpIIHbOCYXHHHHX TPELUITITATiBY ?bz@ia
HOBOHAPOIDKCHHX, SKMM BBOJHIIH nedrpuakcon Tta KaIBLIEBMICHI po3un 0o

. ' o /
KaNbUIEBMICHI npenapatd. YV qocmimkennsx in vitro Gyno mnokasamo, mo Ho?‘f S ;
= . M
\e\ ﬂ
%e\;ggzg 810310,/
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Mogayns 1.3 Tpiakcon (Triaxone), 1r, CTCPHIBHUHA NOpOLIOK A1 PO3YMHY 1151 B/B iH’eKknii  munens
€OTPHAKCOH (Y BHIIsAi et HAKCOHY HATDPIiK0 2021 p.

IHINX BiKOBHX rpym,

Ipu 3actocysanmi UCTPHAKCOHY marienTanm Oynb-sxoro BIKy Tpenapar He MosxHa 3MIIIyBaTH a6o
BBOMTH OJTHOYACHO 3 6ynb-SKHMK PO3YMHaMM JUIS BHYTPIIIHEOBEHHOTO BEC/ICHHA, IO MiCTSTH KalbLii,

IIpore manientam Bixonm B11 28 nHiB HehTpHakcoH Ta KabLIEBMICHI PO3YHHH MOKHA BBOZTMTH NIOCIIIOBHO,
OJIMH MICJISl OHOTO, 33 yMOBH BBC/ICHHS Npenapatis epes pisui 1Hy3iiinHi cucTemn Y PI3HI IinsHKHM Tina
ab0 3aminy yn PETCIBHOTO NPOMHUBaHHS 1HOY31iHOT cHCTeM Misk BBCIICHHSAM LIMX 3ac06iB (iziomoriunmy
CONILOBHM PO3YHHOM, MOG 3amo6irTy YTBOPEHHIO NIPELHITITaTY.

IManienram, sixi NOTPeOYIOTh MOCTiiHKIX 1HOY31if KanbLieBMicHIX PO3YHHIB JUIs IIOBHOTO TIapECHTEPaILHOTO
XapuyBanHs (III1X), meauani NPaliBHUKH MOXYTb IPU3HAYHTH a/IbTCPHATHBHI aHTHOAKTepianbhi 3acobmu,
3aCTOCYBaHHS AKHX HE IOB’s3aHe 3 HONIOHHM pH3HKOM YTBOPCHHS mpeuumitatis. Skmro 3aCTOCYBaHHS
nedTpHakcony NallieHTaM, SKi N0TpebyI0TH mocTiiiHoro Xap4yyBaHHS, BU3HAHO HEOOXiHUM, po3umHH g
HITX Ta nedrpuakcon MO>Ha BBOJHTH OZIHOYACHO, ajte 9e€pes pisHi iHdys3iiini cucremu ta Y Pi3Hi NiNHKM
Tina. Takox BBeneHHs Po3unHiB 1 ITITX moxHa IPHUSYNINHUTH Ha 4Yac iHgysii uedTpuakcony Ta
TIpOMHUTH 1H(Y3iiHI cHCTeME Misk BBCICHHAM po34MHIB (nuB. Posniny 4.3,48,52a 0d).

Q!ITH

BCTaHOBJICHI JUI1 7103, OmMcaHmx Y posaim «Jlo3u Ta choci6 3acTocyBanHs» (muB. Posjin 42). v
AOCIIDKEHHAX 6yi10 TIOKa3aHo, mo uedrpuakcon, sx neski 1HIIi nedanocnopuun, Mmoxe BUTICHATH
Oinipy6in 3i 3B’SI3KY 3 aNb6YMiHOM CHPOBATKH KpOBi.

Hedrpuakcon HPOTHIIOKA3aHMi HENOHOMIEHHM Ta AOHOIICHUM HOBOHAPOKEHHM, SKHM 3arpoKye pH3HK
PO3BHTKY Oinipy6iHOBOT eHuedanonarii (us. Posxin 4.3).

ImMynoonocepenkopana TeMOJITHYHA aHeMis

Bunanxu IMyHOOIIOCEpe IKOBAH O TEMOJIITHYHOI aHeMi] crocrepiranucs y NAli€eHTIB, sKi OTPHMYBAJIH
aHTHOAKTepiaNbHi 3ac00H KIacy neganocnopumis, Y TOMy uHcii nedtpHakcon (nuB. Po3nin 4.8). Taxki
BUIIAAKH T'€MOJITHYHO] aHeMii, B ToMy umucni 3 JICTANBHAM HACHIZKOM, 6yiu 3apeecTpoBaHi y mepion
JIKYBaHHS e TPHAKCOHOM sk Y AOPOCIIHX, TaK iy miTei.

SIxmo mig gac 3aCTOCYBaHHs e TPHAKCORY Y marienTa BHHHKAE aHEMis, citig PO3IJIAHYTH liarHO3 aHeMij,
acouidoanoi i3 3aCTOCYBaHHAM nedanocnopuny, Ta TIPUIUHATH  3aCTOCYBaHHS uedTpHakcony no
BCTaHOBIICHHSA €TiONOTi] 3aXBOPIOBAHHS.

JoBrorpusae JiKVBaHHs

Ipu AOBTOTPHBANOMY  JiKyBaHHi cjiig PETYIAPHO  mpoBOAMTH POSTOpHYTHH  aHami3  kposi.
Kouit/magmipnuii picr mey TIMBHX MiKpooprauizmip

Bunanku komity ta TICeBOOMEMOpaHO3HOrO KOJITY, aconifioBanux i3 3aCTOCYBaHHSIM aHTHOAKTEpiabHIX
3aco0is, 6y 3apeecTpoBani Ha T 3aCTOCYRaHHS Maiixe Beix aHTHOAKTepiaNbHUX 3aco6iB, Y TOMy umcni
uedTpuakcony. TmKkicTh rux 3aXBOPIOBaHb MOXXE KONHBATHCS BiJ JIErKoj Z10 3aTPO3JIMBOT IUIA JKHTTS,

NIPMIMHCHHA Tepanii nedTprakconoM ta 3aCTOCYBaHHs BIANOBIAHUX 3aco6ip npotu Clostridium difficile.
Jlixapcrki 3aco6m, mo NPUTHIYYIOTH TICPHCTANBTHKY, 3aCTOCOBYBATH He cmig.

Sk i npu 3acTocyBanni inmmx aHTHOAaKTepianpHux 3ac00iB, MOXyYTh BHHHKATH cynepindexuii, cnpuaunes;
HEIYTIMBUMH 110 Npenaparty MIKpOOpraHizMamy.

Tsaxxa nupkosa Ta neviHKOBa HeaoCTaTHiCTE

V' pasi Txkoi HHDKOBOI Ta mNewiHKOBOI HemocTaTHOCT PCKOMCHNIOBAaHUH peTenbHM  KTiHighmui
MOHITOpHHT 6e31eky Ta edexrusHOCTI 3acToCyBaHHd npenapary (mus. Posyin 4.2).

Bruus na pesyanrarn CEPOJIOTIYHHUX N0C/TiIKeHD

Ilpu 3actocyBauni HedpTpHaKCOHy TecT Kym6ca moxe naparn XHOHOIIO3UTHBHI pesynbratn. Takosx
HedTpruakcon mMosxe CIPUYIHHATH XHOHOIO3UTHRHI PE3yJIBTaTH aHaNI3y Ha HasABHICTE ranakTosemii (qus.
Posnin 4.8).

PC3ynbTaT. BusHauenns rimokosu B ceyj Oif yac Tepamii e TPHAKCOHOM citin pobuTH,
}bepMenTaTHBHNX MeToniB (1uB. Po3min 4.8).
HagpHicTs e TpHAKCORy Moxe TIPH3BECTH 1O MOMMIKOBOTO 3HMYKEHHS PO3paxyns
TJIXOKO3H B KPOBI, OTPHMaHHX 32 10moMoroko ACAKHX CHCTEM MOHITOPHHTY PIBHS

KOH®IEHLIIITHO
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IHCTPYKIIi  1o/10 BUKODHCTAHHS I KOXKHOi CHCTemy. 3a Heobximmocri ciix BUKOPUCTOBYBATH
ANLTCPHATHBHI METOH TECTYBAHHS,

Harpiii

Tpiaxcon mictuts Hatpiii. Ie cnig BPaxoByBaTH maiieHTaM, siki IOTPUMYIOTHCS Mi€TH i3 KOHTPOJIbOBAHUM
BMICTOM HaTpiro.

CekTp anTHGaKTepiaLEO} AKTHBHOCTI

€ DE3HCTEeHTHI m0 nedrpuakcony MIKPOOpPraHisMu, cix POSTIIAHYTH 3aCTOCYBaHHS JOMAaTKOBHX
AHTHOI10THKIB.

3acrocyBanns JiI0Kainy
Ilpu 3acTocyBanni PO3YHHY JTiI0KaiHy K PO3YHHHMKA PO3YHHH nedTpHaKkcony ciig 3aCTOCOBYBATH TINBLKH
UL BHYTPILIHBEOM'S30BHX iH'€KILi, Pozunn TiRoKaiHy He ciix BBOIHTH BHYTPIIITHEOBEHHO.
Kopunokam’sina xBoposa

Y BMIamKy HasBHOCT] Ha COHOTrpami TiHell cnin 3BaxuTH Ha MOXIIHBICTE YTBOpEHHs NIPELUTIITATIB
KaJbIieBOi coi nedTpuakcony. 3aTiHeHHs, mo moOMMIIKOBO BBAXAINCA JKOBYHHUMH KaMEHSIMU

TIAL[IEHTIB, K] OTPUMYBaH ne(TpHakcon (aus. Possin 4.8). BinburicTs i3 Takux TAIIEHTIB MajH dakTopu
PHU3HKY DO3BHTKY XOJIecTa3y Ta YTBOpEHHs GlmiapHOro CTaJpKy, TaKi SK HONEPEeaHs 3HaAYHA TEepalis, TsHKKa
XBOpo0a Ta moBHe lIapeHTepabHe xapuyBanHs. He Mosxua BHIUTIOHATH, 110 iHIiI0I09MM a60 101aTKOBHM
dbakTopom PO3BHTKY LBOr0 HOPYIIEHHS Moye OyTH yTBOpeHHS y sKOBuHMX IUIIXaX MpPenuIiTaTiB
BHACJIIOK 3aCTOCYBaHHs nedTpHakcony.

HupkoBoxam’sua XBOpooOa

Hosinomnsmnocs PO BHIIAIKH YTBOPCHHS HHPKOBHX KaMeHIB, IO 3HHKATH micig IIPUIIMHEHHS

HHPDKOBHX KaMeHIiB a6o rinepkanbuiypii  mpuiimac mKap, 3BaXAOUM Ha PE3yNbTaTH  OLHKH
CHIBBITHONIEHHS KOPHCTB/PH3HK B KOHKPETHOMY BHIIa/IKy.

Peaknin Hpuma-Tepkcreiimepa (PAT)

Ilicna saxiguenns JKYBaHHA HedTpHAKCOHOM Y JHCAKHX TIaIli€eHTIB 3 Hbekuieo, crnpHunEEHOIO
CHipoXeTaMH, Moske BHHHKHYTH peakiis Spuma-I" epkcreiimepa (PSIT). 1x PEaKUis 3a3BHYaif MPOXOIHTH
CaMOCTIifHO a60 MOske OyTH KynoBana CHMITOMaTHYHHM JTiKYBaHHSIM, Y Pa3i BAHHKHEHHS peakuii SIpuma-
I'epkcreiimepa JKYBaHHS aHTHOIOTHKAMH IPUNHUHATH HE CTi.

Ennedanonarig

LCHTpaNbHOI HepBoBoi cuetemn. Sxmo i JI03PIOETHCS eHuedanonaris, nos’s3ana i3 3aCTOCYBaHHAM
nedTpHakcony (Hanpuknan, 3HWKeHHs PIBHSA CBifoMoCTi, 3MiHa TNICHXI9HOTO CTany, MIOKJIOHis, cynomu),
CILiZl POSIISHYTH NHTAHHS TIPO IIPUMTHHCHHS 3aCTOCYBaHHS neTpHakcony.

Ne20810310
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XapuyBaHHA, 3a JOMOMOrow Y-momiGHoji cucremu. OnHak ycim NalieHTaM, Kpim HOBOHAPOKCHHUX
IeTPHAKCOH i KambmieBmick] PO3YHMHH MO>XHA BBOJHUTH MOCIIOBHO, ONHH IiC/s OJHOTO, SKIO MiX
IHQy3ismMu perensro TPOMHTH CHCTEMY CyMICHOIO pinuHor0. Y ROCIIKEHHSX in vitro 3 BUKOPHCTaHHSAM
TIa3MH TIyIOBHHHOT KPOBi DOpocimx 1a HOBOHapo/LkeHnx Oyio mokasano, 1o Y HOBOHapO/KEHHUX iCHye
Ti/IBHICHHIT PH3HK YTBOPCHHS NMPELMUIITATIB KaJIbI{ieBO] cojj nedrpuakcony (aus. Posninu 4.2, 4.3, 4.4,
4.8 12 6.2).

CymicHe 3actocysanms TIpenapary i3 mepopaasHHMM AHTHKOATYISHTAMH MOE I10CHITIOBATH edekr
aHTaroHiCTy Bitaminy K Ta PH3HK KpoOBOTeui, PexoMennyetscs wacto NEPEBIPATH  MiKHapomHe
HOPMaJli30BaHe CHiBBiNHOMEHHS (MHC) Ta manexuuM qnmonm KOPCTYBaTH 1103y aHTarouicra BiTaminy K
K MiJT 9ac, TaK i mics Tepanii nedrpuakconom (muB. Po3zin 4.8). '
IcHytoTs cynepeunusi jani IION0 NOTEHIIHHOrO MOCHIIeHHS TOKCHYHOIO BIUIMBY aMiHOTIKO3HIB Ha
HUPDKH TIpM iX 3acTocyBaHHi PasoM i3 nepanocnopunamu. v TaKHX BHNANKax CIig peTenspHO
AOTPUMYBATHCS PEKOMEHNAIH i3 MOHITOPHHIY piBHs aMiHOIIIKO3H iR (ta dynknii HHPOK) y KIIiHi9HiM}
IPaKTHII].

Y nochimkenni in vitro IOpH  3aCTOCyBaHHi XJIopaMperikony y KoMOiHauii 3  nedrpuakcorom
CIIOCTEPIralucs aHTaroHiCTHYH] edekrn. Kniniuna 3HA9YILIICTh IMX JaHHX HEBIZOMa.

He 6yno 3apCECTPOBAHO BHNANKIB B3aeMOii Misxk e TpHaKcoHOM i KaJIbI[IEBMICHUMH IIpeniapatamMu s

MOXYTh OYTH XMOHOTIO3HTHBHIMY. 3 1€l NpHYuHY y Tepiozl 3acToCyBaHHs 1eTPHAKCORY CI1ix BH3HaYaTH
PIBEHB IIIIOKO3H y cewi 3a A0TIOMOTOI0 (epMEHTHHX MeToiB.

IMopymrens yBKuii HHpox mHe CIOCTEpIranocs micus CYMYTHBOTO 3aCTOCYBaHHS BEIHKHX 2103
nedrpuaxcony i NOTY)XXHUX I1ypETHKIB (manpuxnap, dypoceminy).

Onnovacue 3acTocyBaHHA npobeHenu Iy He SHH)KY€ BUBEICHHS neTpuakcony.

Hocmpxenns penponykiii He TIPOICMOHCTPYBANH JKOOHHUX O3HAK HCCIIPUATIIMBOTO BIUIMBY Ha bepTibHiCTS
YOJIOBIKIB 460 IHOK,

Tpn nixyBanHi negrprakconom MOYCYTh IIDOSIBIISITHCS HeOaxkaHi eexTu (manpuxay, A
BIUIMBATHA Ha 3/aTHICTh KepyBaty TPaHCIIOPTHUMM 3acO0aMH Ta MpaLIoBaTH 3 MeXaHi3Mg

KOH®IEHLIHAHO




Monyns 1.3 Tpiakcon (Triaxone), 1r, CTEPHIILHUH OPOIIOK /15 PO3YHHY 1id B/B iH’ €Kil numens Al
€OTPHAKCOH (Y BHIIAAI e TpHAKCOH HaTpir 2021 p. E} 4

Hamientam cig e BPaXOBYBATH NPH BHUPIIICHH] MHTAHHS IIO/I0 KepyBaHHsI TPaHCTIOPTHUMH 3aC00aMH T2
poboTi 3 MexaHi3mMamu.

Hebaxannmu peakiismu na e TPHAKCOH, PO siki HaifyacTimme HOBIIOMIISIOCH, € CO3HHOMLIIA, JeliKoneHis,
TPOMOOLWMTONIEHIs, Miapes, BucH | 30UIBIIEHRS PiBHIB NIEYiHKOBHX ¢bepmenris.

Hani s BusHAaYenns 4actotd HPII (Hebaxana peakuis Ha mpemapar) s Ue(TPHAKCOHY OTpHMaHi B
PE3YJbTATI KIIHIYHUX QOCITKEHE,

3a "acToToro peakuii KJIaCH(IKOBaHI TAKHM YHHOM:

. Hyxe gacro (> 1/ 10)

. Yacro (Big > 1/100 7o < 1/10)

. Hewacto (Biz> 1/1000 no < 1/ 100)

. Pinxo (Bix > 1/10000 no < 1/ 1000)

. Hegrinomo (1actora ne mosxe OyTH oniHeHa 3a HagBHUMHU JTaHUMH)

Cucremno- acTo Heyacro inKo Hegsizomo*

OpraHHMM Kjac

Indexuii Ta inBasii ["enitansHa I‘pI/I6KOBaHCCBI[OMCM6pa- Cynepindexmis®

iHDekmis HO3HUIi KomiT?

3 60Ky KkpoBi TaEo3uHODinis ['panymonuTonenis ['eMoniTiana anemis®

iTiMbaTHaHO] Ulelikonenis AHeMis ATpaHyIonuTO3

CHCTEMH Tp0M60].IHTOHeHi}IKO&I’yJ‘IOIIaTiH

3 6oky iMyHHOI AHaiTaKTHIHMIA mox

CHCTEMH \AHadinaKTHYHA peakiis
/AHadinakroinna peakis
[TinBHImeHa gy TanBic T
Peaxnis Spumra-
["epkcreiimepa®

3 0OKy HepBOBOi ["onoBHuI 6 Ennedanonaris Cynomu

CHCTEMH 3anaMopoueHHs

3 Goky opramis Bepturo

CIIyXy Ta ‘

1a0ipuHTY

3 60Ky IHXaTBHOI] Ibporxocnaszm

CHCTEMH, I'PyIHO]|

KJIITKH Ta

CCPENOCTIHHA

3 6oky IUTyHKOBO-Jiapes® Hynora [TankpeaTnt®

KHIIIKOBOI'O Pimki biroBanHs CromaTut

aKTy BHIIOPOKHEHHS nocur

3 Ooky neuinku TalllinBHimenns Ocan B x0BuHOMY Mixypi®

PKOBYOBMBINHMX  [DiBHS NEYiHKOBHX KepHikrepyc

L] pepmenTin I"enmatut®

XonecraTnanuii rematuT>

Yol L
Ne20810310 /
Q;\(b 3
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Monayns 1.3 Tpiakcon (Triaxone), Ir, CTEPHIILHHH MOPOIIOK 15 PO3YMHY s B/B iH’€KUii  nunens
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3 O0xy mwxipn TaBucnn

TKaHWH
HEKpoTiz
MyieTpopMHEa eprTema
[ocTpuii  renepanmizoBanuit
E€K3aHTEMAaTO3HHIH
1y CTYJIE03
Peaxia Ha mikapcekuii 3aci6
3 eo3uHOb1ITiET0 Ta
CHCTCMHHMH  CHMIITOMaMH
(DRESS)®

3 0oxy Hupok Ta ["emaTypis Ounirypis

CEYOBHBITHUX [mixo3ypis Ocapn B HHpKax (o6opoTHOTO

[UIIX1B XapaxTepy)

3araneHi poznany] Dnebit Habpsx

Ta peakuii B Micmi bine B Micui in’exuiilO3u06

BBEJICHHS [Tipekcis

Jlabopatopri T2 [linBumenss  pisus XubHONO3HTHBHA po6al

IHCTPYMEeHTAIbHI KPECATHHIHY B KPOBi Kym6ca®

maHi XUOHOTIO3UTHBHAH TecT Hal
TajakTo3eMiro®
XHO6HONO3UTHEHI
PE3YIbTAaTH
HE(CPMEHTATHBHHX MeTOiB

BU3HAYCHHS TIIIOKO31P

* I'pyHTYI0TECS Ha TIOCTMAPKETHHIOBHX MOBIAOMIECHHSAX. OCKiLKH 1HbOpMawis npo ui peaKuii HafCHIaeThCs
JOOPOBIIBHO i CTOCYEThCA MOMyNANii HEBH3HAYEHOTO PO3MIpy, HEMOXIIHBO JOCTOBIDHO OLIHHUTH iX
9acToTy. Y 3B'I3Ky 3 IIMM yacToTa BH3HAYAETHCS K HEBiIOMA.

® JluB. posmin 4.4,

¢ 3a3Buyaii MaB 3BopoTHMIT XapakxTep Micis BigMiHK nedrpuakcony.

Onuc okpemux OGIYHUX peakmiii
Indexuii Ta inBasii

Ilpenuniratn xannuiesoi coni nepTpHaKcony
Y nepergacHo Hapomkennx i ICHONICHHX HOBOHAPOIDKEHHX AiTedt (y Bimi <28 ZHIB), 5K OTpHMyBaIH JIKYBaHHSI
LE(TPHAKCOHOM i Kanbliem BHYTDIIIHBOBEHHO, y DiIKHX BHNAjKax PCECTPYBAT TSDKKI Ta, IHOZ], JIeTanbHi
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Posnin 4.4),

Mennynux NPAWiBHUKIB NPOCATE TOBITOMJISITH 1Ipo OyAb-iKi mino3proBani 00i4Hi peaknii yepes:
Hinposnin q)apMalconamsmy Ta BUPOGIiB Meguunore IIPH3HAYEHHS

Binzin mixapcekux 3aco6is — Minicreperso OXOpOHH 3110poB's OAE

Tapsaa nimis: 80011111

Email: pv@mohap.gov.ae

IomroBa ckpuubka: 1853, Ily6ai, OAE

®apmakoTepaneBTHYHa rpyna:  AutuGakTepiagbhi  3acobu ML CHCTEMHOTO  3aCTOCYBaHH,
IehanoCIopuHy TpeTsoro MTOKOJTIHHS,
Kox ATX: JO1DD04.

Mexanizm gii
Ledrpuakcon IHribye CcHHTe3  KiTHHHOL CTIHKM  GakTepii 3 HONATBIINM  NpHENHAHHAM  f0
IUITIH3B A3YI0UnX  GiikiB (I13B). Ile mpussomuts A0 NCPEPUBAHHS GiOCHHTE3y KITMHHOI CTimKH
(nenTunornikany) Ta CIPUYHHIOE JI3HC 1 3arHbens GaxTepianbHOT KIiTHEM,

PesncrenTnicts

Baxrepiambna pesucrentricts 70 HE(TPHAKCOHY Moske PO3BHBATHUCS BHACIINOK il 0aHOTO aGo JEKIIBKOX
MEXaHI3MiB:

1 dhepmerTaOMH Amp C, sxi MoxyTs TIpOIyKyBaTHCS 260 OyTH CTabitsHO ACPCTIPECOBAHUMHA B OKPEMHX
aepOOHUX IPaMHETATUBHIX BHIaX GakTepiif;

* SHIDKCHHS CIIOPITHCHOCTI HeHIIMITIH3E "SA3yI0UHX GLIKIB 110 uedrpuakcony;

* HETIPOHMKHICTH 30BHIIIHEO] MEMOpaHH y rpaMHeraTHBHIX MIKPOOpraHi3Mis;

* GakTepianbHuit edyrokcHM Hacoc,

I'panuyHi 3HaYenns IIPH BU3HAYEHHI YYTJIHBOCTI

I'panmyni 3Havenms s MiHIMaJBHO] 1HTiOY1090] KoHueHTpauii (MIK) Buznaueni E€Bponeiicsknm
KOMITETOM 3 TecTyBaHHs: aHTHMIKPOOHOI 9y TiHBOCT (EUCAST):

IlaToren Merton posBenens (MIK, mr/a)
Yyrausuii €3UCTEeHTHH I

Enterobacteriaceac <1 > 2

Staphylococcus spp. a. a.

Streptococcus Spp. (rpynu A, B, C i G) b. b.

Streptococcus pneumoniae <0,5°¢ > 2

Viridans group Streptococci <0,5 > 0,5

[Haemophilus influenzae <0,12¢ > 0,12

Moraxella catarrhalis <1 > 2

Neisseria gonorrhoeae < 0,12 > 0,12

\Neisseria meningitidis <0,12°¢ >0,12

He noB’si3ani 3 Bumamn = 14 > 2

. : . S REROR

a. BHCHOBOK 11po uyTnusicTs 3pO06JICHO Ha OCHOB] YYTIHUBOCTI 1O uetboxcnmﬂy.g o @’75 \
b. Bucrosok npo 9YTIHBICTE 3pO6JICHO HA OCHOB] 9YTIMBOCTI 10 NEHILUTiHY. 2 \ 2
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Monyns 1.3 Tpiakcon (Triaxone), Ir, CTEPHIBHMI NOPOLIOK uis PO3YMHHY JUISl B/B i €Kmil  numeny
CQTPHAKCOH (Y BHIIsi HedhTpHAKCOH HaTpiro 2021 p.

Kniniyna edexrushicts mono ox E€MHX [1aTOreHiB

Houmpericts na6yroi PE3HCTCHTHOCTI MOXKE 3MiHIOBATHCA 3AMIEIKHO Bi1 reorpaiHoro PCTIOHY, a 1 oKpemix
BUIB — 3 IUTHHOM acoM, TOMy NOCTYIHICTB MiCIEBO] iHbOpMatii BigHOCHO PC3HCTCHTHOCT, 0COGIMBO HpH
JIKYBaHHI TSDKKHX HbeKIjH, € GaxkaHoro. SIkmo Micresa TOUIMPEHICTh PE3UCTEHTHOCTI TakKa, IO KOPHCHICTE
e TpHakcony, moHaiiMeHmIe AL NESKMX BUMIB iH(eKIiit, e CYMHIBHOIO, CJIij 3BEPHYTHCSI 10 EKCIIEPTIB,

Yyriusi Buan
I'pammosuTysHi aepobu

Staphylococcus aureus (MeTHIMTIHTy THB I )
Koarynasoneratugsi CTabLIOKOKH (MeTumpiHTy TIIMBI) £

Streptococcus Pyogenes (rpyna A)

Streptococcus agalactiae (rpyma B)

Streptococcus pneumoniae

Streptococci rpynu Viridans

I'pamuerarughi aepo6u

Bonelia burgdorferi

Haemophilus influenzae

Haemophilus parainfluenzae

Moraxella catanfialis

Neisseria gonorrhoea

Neisseria meningitidis

Proteus mirabilis

Providencia spp

Treponema pallidum

Bunu, HaGyTa pesncrentricrs AKHX Mozke OyTH npodiieMoro

I'pammiosntueHi aepo6u

Staphylococcus epidermidis*

Staphylococcus haemolyticus*

Staphylococcus hominis*

I'pamBeratusHi aepobu

Citrobacter freundii

Enterobacter aerogenes

Enterobacter cloacae

Escherichia col?”

Klebsiella pneumoniae’

Klebsiella oxytoca™

Morganella morganii

Proteus vulgaris

Serratia marcescens

Amnaepobu

Bacteroides spp.

Fusobacterium spp.

Peptostreptococcus Spp.
Clostridium perfringens

3a npuponoio pesncrenThi OpraHizMu

I'pamnosuTyeHi aepobu

Enterococcus spp.

Listeria monocytogenes

I'paMBeratugHi aepobu y

Acinetobacter baumannii

Pseudomonas aeruginosa

%qu."
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Monayns 1.3 Tpiakcon (Triaxone), Ir, CTEPHIILHUE OPOUIOK 151 PO3YHHY 17151 B/B iH’€KIili  numens
EPTPHAKCOH (V BUIIISII neTPHAKCOHY HaT iro 2021 p.

Stenotrophomonas maltophilia
AHaepobu

Clostridium difficile

Inni:

Chlamydia spp.
Chlamydophila spp.
Mycoplasma spp.

Legionella spp.

Ureaplasma urealyticum

* Bei pesncrentri A0 METHIIUIIIHY cTadiIOKOKH € PESHCTCHTHHMH 10 He(hTpHaKcoHy.
" Koedirtiertn PE3HCTEHTHOCTI >50 % ImoHaliMeHmIe B OJTHOMY PErioHi.

“ 1Tramu, mo Tponykyiots BJIPC, 3amxmu pesnctenTi

YKOBYHI IUTAXH/IIEYiHKy, MHTTIQHKH, CEPETHE BYXO i CITM30BY 0BOJIOHKY HOCa, KiCTKH
1 CIMHHOMO3KOBY pimuHy, TUICBPAIBHY  pimHHY, cekper HIEPEMIXYPOBOT 3a103H | CHHOBIATbHY DifHHY.
Ilimsrmenns cepemmnoi MIKOBOI KOHIEHTpauii B 1uiasmi Ha 8-15 % (Cua) BHSBISETBCH TIPH TIOBTOPHOMY
BBC/ICHHI; CTaH PIBHOBAalM JOCSTAETHCH B OUIBIIOCTI BHMAKiB NpoTsroM 48—72 romuu 3anexno BIJ LUIAXyY
BBEIICHHS,

Cepenni mixosi KOHLCHTpaWii neprpuakcony s CIMHHOMO3KOBIH PiIMHi y mamienTis 3 OakTepianpHUM
MEHIHTITOM CTaHOBIIATE 10 25 % TI1a3MOBOT0 PiBHSA B HOpPIBHSAHHI 3 2 % TUIa3MOBOTO PiBHS y MALEHTIB 3
obosonKamu 6e3 3amanenns. ITik KOHLCHTpauii nedrprakcony s CIHHHOMO3KOBIH pifMHI mocaTraeTsey
NpHOIM3HO Yepe3 4—6 TOMMH MIiCIA BHYTPIIIHEOBEHHO] iH'exuii. edrpuakcon TIDOHHKAE yepes
IUTIallCHTapHU#M Gap'ep 1 BHIiNgeTECS B TPYIOHE MOJIOKO B HU3BKHX KOHUECHTpauisax (qus. Po3in 4.6).
3B'S3YBaHHA 3 Ginkamu

95 % npu KOHUCHTpaLii B I1asmi Hmxye 100 mr/. 3B'93yBaHHA € HaKOIIMUYyBaJIbHUM, a 3B'13aHa 9aCTHHA
SMEHINYETBCA 31 3pOCTAHHAM KOHLEHTpauii (10 85 % npu KOHIEHTpanii B mi1a3mi 300 MI/1).

Biomancghopmagjg

Busenenns

ITna3moBmii kipenc 3aramsHoro uedTprakcony (38'13aH0r0 i HE3B'SI3aHOTO) CTAHOBHTH 10-22 MyT/XE, Hupkognit
KJIPENC CTAHOBHTH 5—12 My/xs. 50-60 % LeTpHaKCORy BHBOMUTHCS Y HE3MIHCHOMY BHIImi 3 ceyero, B
OCHOBHOMY IUIIXOM KITyGOYKOBO] ditbTpani, B Toif wac sx 4050 % BUBOIHTHCS B HE3MIHEHOMY BHIVIAT] 3
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Moayns 1.3 Tpiakcon (Triaxone), 1r, CTepHIBHMI IOPOIIOK 1u1n PO3YMHY 1151 B/B iH’€kuili  mumeny
CPTPHAKCOH (y BHIIANI HedTpHakcon HaTpir 2021 p.

bpaxuii uedrpuakcony, o CTIPHSE MapafoKCaTLHOMY TIPUCKOPEHHIO  3araibHOro KIIIPeHCY npenapary  3i
30UIbIIEHHAM 00’eMy posmopiy TIApaJICILHO 3aTalbHOMY KIIipeHCy.

Jlronu sithboro Biky

Y morieit BikoM norax 75 POKIB cepeiit epion HaIlBBUBE/IEHHS], K TIPABHIIO, y IBA~TPH PasH GLTLLIMH, Hisk y
MOJIOZIMX TOPOCIHX.

Hditn

KOPOTIIHI, HiX Y HOBOHAPOKEHIX | JIOPOCIIHX.

IInasmoBwit kiipenc i 06'em PO3IOALTY 3araBHOrO uedTpuakcony y HOBOHApODKEHNX, JiTell rpyaHOro BIKY 1
CTapLIHX JUTeH GiTbImi, Hix y JIOPOCIIHX.

Jliniitnicrs/meniniiinicry,

®apmakokiHeTnka e TPHAKCOHY Mae HemimiiHuii XapaKTep, 1 BCi OCHOBHI bapmakoxineTrani TapaMeTpH, 3a

36 MicaniB 3 gaTn BUT'OTOBJICHHS.
XiMivHa Ta ¢izuyna CTabUIBHICTE miy wac BHKODHCTaHHS BIJHOBJIEHOIO

TPOZEMOHCTPOBAaHA MPOTArOM IOHaiMCHMIE 6 TOIMH NpH KiMHATHiif TeMIIepaTypi
XONOMHUIBHAKY (IpH TeMIepatypi 2—8 °C) /

KOH®IAEHLIITHO




Monyns 1.3 Tpiakcon (Triaxone), 1r, CTCPHIBHHH NOPOIIOK a1 PO3YHHY 151 B/B iH’€KUil  munens
Hedrpuakcon (y Burasgi ueggrpnalccorlz HaTpilo) 2021 p.

3 MikpoGionoriunoi Touky 30pY NPOAYKT ciix BHKOPHCTOBYBaTH HeraiiHo. SIkmio ne BHKOPHCTOBYEThCS
HEraifHo, Yac Ta yMoBu 30epiranns o BHKOPHCTaHHA € BIANOBITANbHICTIO KOpHCTYBa4a Ta He NOBMHHI
TPUBATH JIOBIIE Yacy, 3a3HAYEHOTO BHILE, 1714 3abe3nedyenns XiMiunoi Ta disnaHoi cTabinpHoCT] i gac
BHKOPHCTaHH4.

36epiratu npu TeMneparypi Hiwkye 30 °C. B 3aXHMIICHOMY BIZ CBIT/IA Ta Teruia Mici.

3 APYKOBAHOIO ETHKETKOIO, OIHH (1akoH Ta OllHa aMInly”a 3 po3yMHHKHKOM (10 MII), yIiakoBaHi
B IPYKOBaHY KapTOHHY KOpPOGKy Pa3oM 3 indopMatiiHIM mHCTKOM.

IHCTQ!R!!ii 3 BUKOPDHCTAHHS

Binnosneni pozuuny 30epiraroTs dizuuny ta XIMI9HY cTabinbHiCTH HPOTATOM IOHaNMeHIIe 6 roauH 3a
KIMHATHO{ TeMIEpaTypu Ta 24 rogun B XOJIOMUIbHUKY (IIPH Temmepatypi 2—8 °C). Onnak, sx TIPaBHIIO,
PO34HHH cI1iff BUKOpHCTOBYBATH BIZIPa3y MiC/Is PHroTYBaHHSL.

Tpiakcon (Triaxone), Ir, HODOINOK /ISt PO3YHHY 1ist iH’exuiii

s BHYTpimHbOBeHHO] in’ exuii

1 r Tpiakcony pozuunmTi y 10 M1 Bozu 111 in’ exiii. Pozunn cnig BBOguTH IIPOTSTOM 5 XBUJIHH
6esnocepennso y BEHY 200 LIIXOM BHYTPilIHBOBEHHO] 1H}y3ii.

Bynb-ski HEBUKOPHUCTAHI 3aJIMMIKH a6o BIIXOIH IOBHHH] OyTH yTumizoBaHi BIATOBIZHO 10 MicueBux
BHMOT.

I'and ®apmacsrorikan Innactpis - Hxynbedap

Hirnara, Earport Crpir, Pac Ans Xaitma - O6 ‘enHaHi ApaGerki EmipaTtn
I1.O. Bokc 997/

Gulf Pharmaceutical Industries - Julphar

Digdaga, Airport Street. Ras Al Khaimah - United Arab Emirates.

P.O. Box 997

Ten.: (9717) 2 461 461

daxc: (9717) 2 462 462

 JIATA PEGCTPAHI?/HOOB}KEHHH PEGCTPA[I[EIHOTO HOCBI1)
06 JIumas 1999

10. JATA OCTAHHBOL'O HEPELJISIA

15 JInumas 2021

KOH®IJIEHLIIITHO
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IHOOPMANIA J11d [TALIIEHTA

T'piakcon
(Triaxone)

Crepunbunii nopowox as PO3YHHY 1J1s i’ eKuiii Leprpuaxcon (y Burasi uedrpuakcony HaTpiIo)

YBaxHo npounraiite nei JIMCTOK-BKIIA/IKY B NOBHOMY obcsi3i, mepm Hixk BHKOPHCTOBYBATH Ieii
JKAPCHLKHI 3a¢i6, 0CKiIbKH Big MICTHTE BaK/JIHBY 115 Bac inopmaniro.

- 30epiraiite nei iHopMamiitamit mucTok. Baym MOX€ 3HaTOOHTHCE IPOYHTATH 0T e pas.

- ko y Bac € 6ynp-ski immi SallNTaHHA, MOCTaBTe iX Bamomy JKapro, dapMmanenTy yy MeJIcecTpi.

- Leii npenapar 6ys NpU3HaYeHUH nuie Bam. He nepenasaiite #oro inmmM ocobam. Big MOX€ HalIKOIUTH
IM, HaBiTh SIKIIO iX CHMITTOMH 3aXBOPIOBAHHS TaKi X, SIK y Bac.

- SIKII0 Y BaC BUHMKIIH Oyab-siki mo6iuni PEaKIlii, 3BepHiThCst 10 Bamoro JiKaps, hapManesTa ago MEJICECTPH.
Ile crocyerses Oy Ab-AKHX MOXTHBHX MOGigHMK Peaxiiif, He 3a3HaueHHX y ubomy indopmaniitnomy JIHCTKY.
HuB. posnin 4.

Sxa indopmanis micTutbes Yy ubomy indopmaniiinomy JIHCTKY:

1. o Take Tpiakcon/Triaxone ta AT 9OT'0 BIH 3aCTOCOBYEThCS

2. o BaM noTpi6HO 3HaTH IIEPENL 3aCTOCYBaHHAM JIIKAPCHKOTo 3aco0y Tpiaxcon/Triaxone

3. SIx 3acTocoByeThCH Tpiakcon/Triaxone

4. MoxmBi mo6iqni peakiii

5. SIx 36epiraru Tpiakcoun/Triaxone

6. Inma indopmanis

1. o Taxe Tpiakcon/Triaxone Ta LUIst 40ro BiH 3aCTOCOBYETHCS

Tpiakcon — antnGioTsx, mo 3aCTOCOBYETBCS NOPOCAMM Ta JiTAM (y Tomy gucni HOBOHapopkenumM). Moro
pob6oTa nossrae y sHumenn; GakTepiit, sxi BUKIMKAOTE iHdeknii. Hanexurs o TPYIH JIKapCHKHX 3ac00iB,
AK1 HA3UBAIOTBCS uedanocnopuramu.

Tpiakcon 3aCTOCOBYETHCH 114 JIIKyBAHHS iH¢exiii:

* MO3KY (MCHIHTIT);

* JIETEHIB;

* CePEIHBOTO ByXa;

* YCPCBHOI IIOPOXHUHH 1 YEPEBHOT CTIHKH (neputoHiT);

* CCYOBHUBIIHHUX NUIAXIB i HHPOK;

* KICTOK Ta Cyrio6is;

* IIKIipH 260 M’SIKHX TKAHHH;

* KPOBI;

* cepls.

Horo moxna 3aCTOCOBYBATH 1IsI:

* IKYBaHHS crienupiyamux 1HOeKi, mo nepenaroThes CTaTeBUM IIUIIXOM (TOHOpEs Ta cudinic);
* JIKYBaHHA NAIL[iCHTIB 3 HU3LKUM PIBHEM JIeHKOLHUTIB (BefiTponenis), sxi MaroTs i IBHILEHY TEMIIEpaTypy
uepes GakTepianbHy indexuio;

* JIKyBaHHS iHeKIii TPYAHOI KIITKH ¥ TOPOCITHX 3 XPOHIYHHM GPOHXITOM;

* JiKyBaHHS XBopobu Jlaiima (ciprramHeHOT yKycamu KIIB) y mopocnux Ta AITEH, B TOMY 4uchi
HOBOHAPODKEHMX BIKOM Bif 15 mHis;

* 3an06iranns iHpeKisaM mix yac omeparii.

2. o Bam noTpiGHO 3HaTH T€PeN 3aCTOCYBAHHAM JIKAPCHKOIo 3acody Tpiakcon/Triaxone
Bu ne nosunni oTpuMyBatu Tpiakcon, sxmo:

* ¥ Bac anepris Ha nedTpHakcon aGo OyIb-sIKMi iHIIHI IHTPEdieHT 1hoTo JKAapCHLKOTO 3aco0y (BKasaHmii y
po3aiii 6); QQ)

00MIH9YsL, KUt Moske YCKIAHHTH TMXaHHA YH KOBTAHHS, PanToBHit HabpsIK pyK, crom i TOMLJIOK,
CUIbHMHA BucHI, SIKUiL IIBUZIKO PO3BUBAETHCS;

* ¥ Bac anepris Ha JimokaiH, i Bam ciy BBecTH TPiaKCoOH y Bursigi BHYTPILIHBOM’ 530807 in’ €Ki,
Tpiakcon me cain npuzmauarn HEMOBJISITAM, SKIIO;

* AMTHHA HAPOHIIACH TIEPETYACHO;




" MTHHA € HOBOHAPOKEHOIO (o 28 mHiB) i Mae meBHi NpoGJIEMH 3 KPOB’10 M KOBTAHHIIO (O>KOBTIHHS
WKIpH abo Ginkis oueif), aGo HOMy HEOOXiZHO BBECTH BHYTpILIHLOBCHHO JKapChKHH 3acif, 10 MiCTHTH
KaJbIlii, '

3acrepexeHns Ta 3an06ikHi 3ax01H i/l Yac 3acTOCYyBaHHsA

IIepen 3acTocyBanHsIM Tpiakcony 3BepHiThes 1o nikaps, GpapmanesTa abo MEJICECTPH, SKIIO:

" HCIIONaBHO BM OTpUMaIH ab0 IJIaHyeTe OTPHMATH JIKAapChKi 3aCO0H, AKi MICTSTh KalbIIiit.,

" HCIIONABHO y Bac Oyna jmiapes micns NpUHOMY aHTHOIOTHKIB. Y Bac 6ymb-Komu pasime 6ynu npobiemu 3
KHIICYHUKOM, 30KpeMa KOJIT (3amaneHHs KHIIEYHHKA),

* BH MA€Te NpoOJIeMH 3 NEYiHKO0 abo HUPKaMH (muB. Po3nin 4);

* ¥ Bac € )KOBYHI KaMeHi a00 KaMeHi B HHUPKax;

" Y BAac € iHNN 3aXBOPIOBAHHS, TaKi AK TEMONITHYHA aHeMis (3MCHINEHHS KiTbKOCTI C€PUTPOLIUTIB, SKi
CHIIPHYHHAIOTH HAOYTTS LIKIPOIO 6J1i/10-5KOBTOr0 BIATIHKY Ta BUKJIHKAKOTH CIAGKiCTh YK 3aIMIIKY);

* BU IepeOyBaeTe Ha MI€Ti 3 HU3LKHM BMICTOM HaTpiio;

* BU MaeTe abo paHilre Manu koMGiHaniio Oynb-SKHX 3 HACTYIIHHX CHMIITOMIB: BHCHII, YEPBOHHUH KOJIP IIKipH,
Oyxupi Ha ry6ax, ouax i B POTi, JyIEHHS WIKipH, BHCOKa TEMIICpATypa, T'PHIONOAIOHI CHMITOMH,
I ABULLIEHHIT piBEHB epMEHTIB TICYIHKH, IO CIIOCTEPITa€ThCS B AHANI3aX KPOBI, 1 301JIBIICHHS KiJIBKOCTI G1THX
KPOB’SHHX Tisenk (co3unHodinis) i 36imbmenns MMpaTHYHHX By3/iB (03HAKH THKKHX LIKIDHHUX peaKiliil, uB.
TaKOX po3ain 4 «Moxusi no6igui peaxitii»).

Axio Bam norpiGen ananis kposi a6o ceui

Axmo Bu otpumyere Tpiakcon IIPOTAIOM TPHBAJIOTO Yacy, BaM MOKE 3HAIO0GHTHCS PCTYJIAPHO 31aBaTH
aHaiis kpoBi. Tpiakcon Moxe BIMMBaTH Ha Pe3yIbTaTH aHAMI3IB CeYi Ha LyKOp Ta aHAi3 KPOBI, BITOMHI 5K
tect Kymbcea. Skmo Bu 3naete anamizu:

* IIOBIZIOMTe JIIOIHHI, sika Gepe aHayi3, mo BaM nasamu Tpiakcon.

SIkmio y Bac miabet a6o Bam TIOTPIOHO KOHTPOJIOBATH PiBEHB TIIOKO3H B KPOBI, HE CJIil BHKOPUCTOBYBATH
TICBHI CHCTEMH MOHITOPHHTY PiBHS IIIOKO3H B KPOBI, siki MOKYTb HCNIDABHIIBHO BU3HAYATH PiBEHB TIIOKO3H B
KPOBI i yac nmpuitomy nedrpuakcony. Skmo Bu BHKOPHCTOBYETE TaKi CHCTEMH, IEpeBipTe IHCTPYKIi 3
BUKOPHCTaHHs Ta MOBiZOMTEe BaIIOro mikaps, dapmanesra ao MencecTpy. 3a HeobXimHocTi ciin
BHKOPHCTOBYBATH aNbTCPHATHBHI METO/M TECTYBAHHSL.

Hditn

ITepen 3acTocyBannsm Tpiakcony y Bamoi quruan 3BEPHITHCA 110 JTiKaps, hapManesTa a6o MEJICECTPH, AKIIO:
* HEINONaBHO Homy / iif BBenn abo mmaHyloTs BBecTH BHYTDINIHLOBEHHO JiKApCHKMI 3aci6, IO MICTHTE
KaJbIIii.

Tnwi ikapcenki 3aco6u Ta Tpiakcon

IloBinomte Bamoro mikaps uu dapmanesra, sxmo Bu NpUAMAETE, HEIIOAABHO NPUHMANH a6o MOrIH
NIpHAMATH Oyab-sKi 1HIM JTiKH.

3okpema, noBiomTe stikaps a6o dapmanesra, sxmo Bu npuiimaere 6y 1b-sKi KK 3 HaCTYIHOTO MEPEIIKY:

* BUJ aHTHO10THKA, TKUIf HA3MBAETHCS aMIHOTJIIKO3HIOM;

* aHTHOIOTHK i/l Ha3BOKO XJI0paM(EHIKOI (3aCTOCOBYETBCS st JKYBaHHS iH(eKii, 30kpema, OYHHX).
Barirtnicts, rpygne BHTOJOBYBaHHS Ta (epPTHIbLHICTH

Sxmo Bu BaritHi a6o TONYeTe IPYII0, BBAXKAETE, MO MOXKETe GYTH BariThi aGo IUIaHY€TE HAPOKYBATH
AUTHHY, IPOKOHCYJIBTYHTeCs 3 JTiKapeM nepen 3aCTOCYBaHHAM LbOTO Ipenapary.

Jlikap po3risHe criBBigHOmeHHS TIEpeBar BiJ{ BAlIOTo JiKyBaHHsI Tpiakxconom Tta pusukis ay1s Bamoi JUTHHH,
KepyBanns Tpancnopraamu 3aco6amu ta Po0oTa 3 aBTOMaTHYHHMH MexaHizsMaMu

Tpiakcon mMoxe BuKIMKATH 3allaMopoyeHHs. SIKINO y Bac 3amamopodcHHs, He KepyiTe aBTOMOGiIeM i He
BHKOPUCTOBYHTE Oy 1b-s1Ki iHCTpyMeHTH 260 o01aiHaHHs. 3a HASBHOCTI IIMX CHMITTOMIB 3BEPHITBCA JI0 JIiKaps.

3. Sk 3acTocoByerhes Tpiakcon/Triaxone

Tpiakcen 3a3Buyait BBoquTHCS nikapeM a6o MencecTporo. Horo mosxua BBOJHUTH HACTYITHUM YHHOM:

* 32 JIOTIOMOT 00 KparenbHHULI (BHY TPIllIHLOBEHHA 1HQysisn) a6o y Burmsami in’exuii 6esnocepenHro y Beny a6o
"y M’s3.

Tpiakcon rorye mikap, dapmanest a6o Mencectpa. Horo me 3MILIYIOTh 3 iHOIMMH IIperapaTaMi Ta He
BBOZIUTATE OZIHOYACHO 3 iH’€KIIAMH, 1[0 MiCTSTE KaJIBIIH,
3BH4aiina no03a

Bam nikap BusnaunTs npasunkHy nosy Tpiakcony ma sac. [Josa 3anexaTime BIJ TSDKKOCTI Ta THITy iHDe
BiJl TOro, 9H npuiiMaere BH Gyan-ski immi AQHTHOIOTHKH; Bim Bark ta BIKY; Bil TOTO, HacKiIbK{ no6p
TNIPalFOIOTh Ballli HUPKH Ta medinka. KinpkicTs IHIB a60 THXHIB, MPOTATOM sKKX B OTpHMYBaTHMETe\
Tpiakcon, 3anexurs pix TOro, sIKa y Bac iHeKIis.

Hopocui, monn moxusore BiKy Ta Jitu Bikom Bixg 12 POKiB 3 Macolo Tina 6iabmore ago piBHOIO 50
Kinorpamis (kr): '




IHbexuii. Sxmo y pac 1HEeKIIA B TsoKKiiH dopwmi, 1Kap NPH3HAYHTH BaM Gijbim BHCOKY 1103y 710 100 mr
Ha KOKCH KI' MaCH TiNla MaKCHUMYM 110 4 T omun Pa3 Ha news. SIkmo Bama 1060Ba n03a NEPCBHINYE 2 T, BU
MOJKETe OTPUMYBATH 1i Pa30BoIO 103010 OHH Pa3 Ha NIEHb 200 1BOMA OKPEMUMH 03aMH.

* litaM 3 Macoro Tina 50 kr i Ginpme CIIiJl BBOHTH 3BUYAMHY 03y 114 JOpPOCIIHX.

Hosonapoykeni aitn (0-14 quin)

* 20-50 mr Tpiakcony Ha koxen kr MAcH Tilla TUTHHH OJHH Pa3 Ha JICHD B 3aJIeXKHOCTI B TSXKOCTI Ta THUITY
iHbeKmii. '

* Makcumansna no6osa no3a e TIOBMHHA NEPEBHIYBaTH 50 MI Ha KOXKEH KT Bary JUTHHH.

JIronn 3 posnanamu newinxn Ta HHPOK

Bu Moxere otpumysartu A03y, fAKa BIPI3HSETBCA Bij 3BHYAiiHO] Aosu. Bam nikap Bupimmte, ckimpku
Tpiakcony Bam 3HAZIOOMTRCS, i peTeNbHO OrsHe Bac B 3aJIEXKHOCTI BiJl TSHDKKOCTI 3aXBOPIOBaHHS IIEYiHKH Ta

Sxumio npuitnsann 6iapme Tpiakcony, mix ciix

SIKIIO BH BHUIAIKOBO OTpHMaIH Ginble MpH3HaYeHo] AI03H, HETaWHO 3BEPHITBCS 110 Tikaps a6o HaiGmImKYO]
JKapHi.

Sxmo eu 3a6ynn npuitasTa Tpiakcon

SIxmo Bu nponycTuim 1H’€KIif0, BM IOBHHHI 3pOOHTH 11 sIKOMOTa BHTIC, OnHak, AKimo Maiike HacTap yac
AN HACTYNHOI 1H’€KWii, mpomycTiTs npomnyuieHy in’exuiro. He mpuiimaiirte TOZBIAHY 103y (mBi iH’ekiii
OZIHOYACHO), 06 KOMIIEHCYBATH TIPOIIYLIEHY 03y,

SIku1o B npunuHuIn 3acrocysanus Tpiakcony

lpununsiite mpuitom Tpiakcony Bukmouno 3a BKa31BKOIO BAIIOro JiKaps.

Sxmo y Bac Bunukaiors AOJATKOBI MHTAHHSA 11010 NpHHOMY NbOro JikapcsKoro 3aco00y, 3BepHIThCH
/10 CBOTO JiKAPsi YH Me/IcecTpH. ‘

4. Mo:knusi no6iyui epexTn

Ak 1 Bl niku nelt mikapeskuit 3aci6 MOX€ BHKJIMKaTH 1I0619Hi peaknii, xoua He Y BCiX Halli€HTIB.

CYIOMHU.
Tsxki anepriyui peakuii (HeBinomi, HasisHi nani we A03BOJIAIOTE BH3HAYHTH 4acTOTY IOSIBH)
SIkmo y Bac cuiibHa aJIeprivyHa peakisi, Heraiuo HOBIIOMTE TIpo 11e JiKaps.

Jlo 03HaK MOXYTE Hanexartu:

* PanToOBHA HabpsAK O6Hyys, ropna, ry6 4u pora. Lle Moxe ycknagauTy JTUXaHHS YU KOBTAHHS;

= Pantosuii HaGpsik pyk, crom i TOMIJIOK.

Tsxki wikipni peakuii (HeBigomi, HasiBHI 1aHi He AO3BOJIAIOTE BH3HAYHTH 4ACTOTY IOSIBH)
Sxmo y Bac cuibHa IIKIPHA PeaKIis, HeraifHo THOBIIOMTE IIpO e JKaps.

Mo o3HaK MOXYTH HanexaTH:

* CWIIbHUH BUCHII, SIKMii IIIBHIIKO POSBHBAETLCA, 3 MyXUPAMH a6o JyIeHHsM HIKipH i
poTi (cHHAPOM CriBenca-/[xoHcoHa i ToKCHYHMiT eIl AePMaTbHHI HEKPOJTi3, SKi TaKosK BioMmi sixk CCJT i TEH).
* KoMOiHawist 6y1b-sKHX 3 HaCTynHAX CUMNTOMIB: 00IHpHHi BHCHII, BUCOKA TEMIIEpATYpa Tilla, MiBHIIeHHS
PIBHA (epMeHTiB meuinku, anomanii KpOBi (e03uHO(iNis), 36iMbmeH s miMbaTHIHUX By Ta YPa)kKEeHHs

* Peakuis Spuma-T €pKCreliMepa, ska BUKIIHKAE rapsaKy, 03HO0, roNoBHUI 6inb, Gins Y M’si3aX Ta IKipHHii
BHCHII, SIKHH 3a3BHYall 3HHKA€ CaMOCTIHHO. Ile BinbyBaecTncs He3abapoMm micys NIO9aTKy JIIKyBaHHS
e TpHaKCOHOM npH 1Hbekuiax 3i CIIPOXETaMH, TAKHX 5K XBopob6a Jlaiima.

T MoknuBi moGiumni peakmii:

Hyxe yacti (MoxyTH Bpaxkat 10 1 3 10 oci6):

" QHOMaJIbHa KUIBKICTh JICHKOIHUTIB (3MEHIICHHA NeifKOMHUTIB | 30UIBIIEHHS €O3UHODI1TIB) Ta TpomGo
(3MeHmEenns TPOMOOLIHUTIR).

* HeoopmIIeHHit cTy T a60 Jlapes;

* 3MIHH IIOKa3HHUKIB aHAJTi3iB KpoBi Ha QyHKLIT mewiHkn;

* BUCHII.

Yacrto (MoxyTH Bpaxatu 10 1 3i 100 oci6):



* rpuOKOBI iH(eKIIT (manpuknan, MOJIOYHHIIS);

* 3MCHIICHHS KIJIBKOCTI JIEHKOIUTIB (I’paHyHOL[HTOHCHiH);

" 3MCHIICHHS KUILKOCTI €PUTPONUTIB (anemis);

* POOJICMA 31 3ropTaHHsM KpoBi. J[o 03Hak MOXYTh HaJCHKATH CHHLI 1 IETKUH GiTb, a Takoxk HaOpPsK CYTJI001B;
* TOJIOBHHII Oi1b;

* 3aIJaMOPOYEHHS;

* HE3/ly’KaHHS ab0 3aXBOPIOBAHHS;

* cBepOIK;

* 011 200 TIEKyYe BiMayTTS B3TOBXK BCHH, B 5Ky BBomMBCs Tpiakcon. Bink y Micui BBenenns 1H’ €Ki,

* BHCOKa TeMIeparypa (Tapsuka);

* QHOMAILHUH TOKa3HUK DYHKIIT HUPOK (I XBHmeHHit PIBCHb KpEaTHHIHy B KPOBi).

He wacto (MoxyTh Bpaxartn 10 13 1 000 ocio):

" 3alAJICHHA TOBCTOTO KHMILICYHHKA (TOBCTOI KMIIKH). JI0 O3HAK HANe)ATh Alapes, 3a3BH4Yaii 3 KPOB'I0 Ta
CITH30M, OUIb y IIYHKY Ta Tapsiuka;

" YCKIaqHEeHe nuxaHHs (6poHxocnasm);

* ropOKyBaTuii BHCHIT (ypTukapis), skuii MOXe OXOIHTH BCIMKY 9YaCTHHY BalIOro Tila, COPHYHHSIOYH
CBepOLXK 1 HAbpsK;

* KpoB abo 1ykop y Bawiii ceui;

* HAOpsIK (HAKONHYCHHSA pi/HHN);

* TPEMTIHHS.

Hesinomo (HasiBHi 1aHi He 103B0AIOTE BH3HAYHTH YaCTOTY NOSIBH)

* BTOpHHHA 1H}eKIIis, siKa MOKe He BiAmOBizaTH Ha aHTHOIOTHK, IPH3HAYEHHUIL paHilIe;

* bopMa aHeMii, npH skiii PYHHYIOTCS €PHTPOLUTH (IeMOJTITHYHA aHeMis);

* CHIIbHC 3HIDKCHHSA KUIBKOCTI JICHKOIUTIR (arpanymnonmTo3);

* cyIoMu;

* BEPTHTO (BIAYYTTS OGEPTaHHS);

* 3aNaJICHHS MIANUIYHKOBOI 3aJ103H (mankpeatut). O3HaKH BKIOYAIOTH CHIBHHA OiNb y HUIYHKY, sKwmii
TOMIHPIOETLCA HA CIIHHY;

" 3aNAJICHHSI CTM30B0i 0DOIOHKH poTa (CTOMATHT);

" 3alaNCHHA si3uKa (T10cuT). O3HaKH BKIIIOYAIOTE HabpsIK, TOYEPBOHIHHS Ta 60TI0TiCTE S3UKa; .
* PO31a1H XKOBYHOTO MiXypa Ta/abo mediHkw, ki MOXYTb CIIPUYHHUTH Oib, HYNOTY, GIIIOBAHHS, KOBTIHHS
IIKIpH, CBEPOiX, He3BHUAHHO TEMHY cedy Ta Kall TIHHUCTOTO KOJIbOPY;

* HEBPOJIOIIYHHH CTaH, KM MOXe BHHUKHYTH Y HOBOHAPOIDKEHHUX 3 TSDKKOIO SKOBTAHUIICIO (xepHikTepyc); -
* PO3IIaZii HUPOK, CIPHYMHEH] BiIKITaACHHAMHA e TPHAKCOHY-KambIii0. Moe Oyt mpucyTHiM 6ims npu
IPOXOJUKEHHI BoH (cedi) abo Mamii BUXi ceui;

* XHOHONIO3HTHBHI Pe3yJIbTaTH B TecTi Kym6ca (rect Ha mesixi npoGnemy 3 KpOB’10);

* XHOHONIO3UTHBHHUI Pe3yNIBTAT Ha TATaKTO3EMiIo (aHOManbHe HapoCTaHHS LYKy I'aJaKTo3H);

* Tpiakcon Mosxe mepermkomxaTy TIPOBE/ICHHIO NCSAKHX BUIIB aHANI3IB Ha ITIOKO3y B KPOBi — Oyns macka,
3BEPHITBCA 10 JIiKaps.

HoBinomaenns npo noGiuni peakii

Axmo y Bac BuHMKIH 6y B-sKi MOGIYH] peaxiii, 3BepHITECA 0 BaIoro nikaps, papmanesra a6o MEJICECTPH.
e crocyetbes 6yap-sKkux MOKIHBHX NOOIYHHX peakuiif, He 3a3HaUCHIX Yy upoMy indopmauiitHoMy JHCTKY.
Bu Takox moxere nosimomuTy npo mobigHi peakuii 6esnocepennbo vepes:

Iinpo3ain bapmakonarasay Ta BHPO0iB MeTHYHOI0 NpH3HAYEHHS

Binnin nikapcsknx 3aco6in — Minicrepcrso oxoponn 3n0poB'ss OAE

I'apsraa ninis: 80011111

Email: pv@mohap.gov.ae

TTomToBa ckpunbKa: 1853, Iy6ai, OAE

Hosinomnsroun npo moGiymi peaxuii, BH MoXeTe HanaTu JI07IaTKOBY iHOPMAIio IIOM0 GE3NEeYHOCTI IBOro
JIKapceKOro 3acoby. ‘

5. 5l 36epiratu Tpiakcow/Triaxone

- 30epiraiite neif mikapchkuii 3aci6 monami BiX miTeit. \
- He 3acrocosyiite ueit JKapceKui 3aci6 micis 3aBCPIICHHA CTPOKY NPHIATHOCTI, BKA3aHOTO Ha KapTOHR}
YTaKoBLi Ta Ha ¢akoni. Jlata 3aBEPLICHHS CTPOKY NPUIATHOCT] — OCTAHHIH IeHh BKA3aHOTO MICSIITS.
- 30epiraru 3a Temiepatypu Hmkde 30 °C. V 3axumeHoMy Bix citia Ta Temma Micii. o
- XimivHa Ta ¢ismyHa cTabimeHiCTE MiJ| 49ac BMKOPHMCTAaHHS BiJHOBICHOIO JIiKapCLKoro““3aco6y Oyia

XONOIUNBHUKY (TIPH TeMIeparypi 2—8 °C)



- 3 Mikpobionoriunoi TOUKM 30py JKapchKuil 3aci6 CcHiIl BHKOPHMCTOBYBAaTH HeraiHoO. fkmo He Iy
BHKOPHCTOBYEThCS HETaifHO, 4ac Ta YMOBH 3GepiraHHs 10 BUKOPHCTAHHs € BiINOBINANIBbHICTIO KOpHCTYBaya /)
Ta HE TOBHHHI TPHMBaTH MOBIIE 4YacCy, 3a3HA4YCHOTO BHIIE, I 3abe3neueHHs XiMiuHoi Ta (Gi3uyHOI
CTabLILHOCTI i/l YaC BUKOPHCTAHHS.

- He 3actocosyiite TpiakcoH, K110 BY IOMITHIH OyIb-AKi BHIMMI O3HAKH IICYBaHHS.

- He Buxupaiite »O/Hi JTiKH Y KaHaJi3aIliio. 3amuTaiiTe y Bamoro (papMameBTa, sk NPAaBUIBHO yTHII3YBaTH
JIiKH, K1 B Olnbiie He BukopucToByete. [1i 3aX0nu JOMOMOXKYTh 3aXHCTUTH HABKOJIHIIHE CEPEIOBHIIIE.

6. Ima indopmanis

Ilo micTuth Tpiakcon?

Jlitouoto pedyoBHHOI € nedTpuakcoH. KokeH 1 ¢urakoH MiCTHTB CTEpUIIbHHI MOPOLIOK LEHTPHAKCOHY
HaTpilo, ekBiBaseHTHHI 250 Mr, 500 Mr abo 1 r nedpTpHakcoHy.

Sxi noctynni ynakoBku Tpiakcony

CrepunbHuii mopomok Tpiakcony s i’ ekuilf JOCTYNHHH y HacTynmHHX Gopmax BUIYcKy (He BCi hopmu
BUNYCKY JOCTYITHI B YCiX KpaiHax):

YnakoBka 3 1 djaakoHom:

Tpiakcon 250 Mr B/M: ymakoBka, mo MicTuts 1 ¢riakoH Ta 1 ammyny 3 pO3YMHHHKOM — 2 MII JIJOKaiHy
rigpoxnopuny 1%.

Tpiakcon 250 Mr B/B: ynakoBka 3 1 (p;akoHOM Ta | aMITysI0i0 3 PO3YHHHHUKOM — CTEPUJIbHA BOZIA [UIs iH’ €KIIIH
00’eMoM 5 ML

Tpiakcon 500 Mr B/M: ymakoBka, o MicTHTH 1 drakoH Ta 1 amIyny 3 pO3YHHHHMKOM — 2 MII JIi/IOKaiHy
rigpoxynopuny 1%.

Tpiakcon 500 Mr B/B: ynakoBka 3 1 (pakoHOM Ta 1 aMITyJI0K0 3 PO3UYMHHHKOM — CTEPHJIbHA BOJIA [N iH’ €KUIH
06’eMOM 5 MIL.

Tpiakcon 1 T B/M: ynakoBka, IO MIiCTHTH | (GIakoH Ta 1 ammynay 3 PO3UMHHHMKOM — 3,5 MII JIJOKaiHY
riapoxnopuny 1%.

Tpiakcon 1 r B/B: ynakoBka 3 1 (akoHOM Ta 1 aMIIyJI010 3 PO3YHHHHKOM — CTEPUJIbHA BOJA [UIS iH’ €KL
00’emoM 10 M.

Kapronna xopo6ka no 10 d1akonis:

Tpiakcon, prnaxoru 250 mr, 500 mr Ta 1 r B/M a6o B/B: kKapToHHa KOopobka 110 10 ¢akoHis.

OPATKIT:

«OPATKIT» mictuts 1 daxon Tpiakcony, 1 ammyiy 3 po3dMHHHKOM, 1 mmpwuil Ta 1 10#aTKOBY rOJKy, a
came:

Tpiakcon 250 Mr B/M: ynakoBKa, mo MIiCTHTh 1 ¢1aKkoH Ta 1 ammyiy 3 pO3YMHHHKOM — 2 MJI JIJOKaiHy
rigpoxynopuny 1%.

Tpiakcon 250 Mr B/B: ynakoBka 3 | ¢prakoHOM Ta 1 aMITy/IoI0 3 PO3YHHHHUKOM — CTEPHJIbHA BOJIA JUIA 1H’ €KIIiH
00’eMoM 5 M.

Tpiakcon 500 mMr B/M: ynakoBka, o MIicTHTh 1 ¢iakoH Ta 1 aMmyny 3 PO3YMHHHMKOM — 2 MJI JIiIOKaiHy
rigpoxnopuny 1%.

Tpiakcon 500 mr B/B: ynakoBka 3 1 ¢p;1akoHOM Ta 1 aMITys1010 3 pO3YMHHUKOM — CTEPHIIbHA BOJIA JUisl iH’ €KIIH
06’eMoM 5 MIL

Tpiakcon 1 r B/M: ymakoBka, IO MIiCTHTh 1 ¢uakoH Ta 1 ammynay 3 pO3UMHHHKOM — 3,5 MII JIOKaiHy
rigpoxnopuny 1%.

Tpiakcon 1 r B/B: ynakoska 3 1 ¢akoHOM Ta 1 aMIIyJor0 3 PO3YHHHHKOM — CTEPHIIbHA BOZIA JUIA 1H’ €KIIIH
06’emom 10 M

HacrynHa indopManis npu3Hayena Juie s MeIHYHHAX NPaiBHAKIB:

g()fi!BﬁHHﬂ

Jlo3a JTiKapchKOro 3aco0y 3aJIeXHUTh BiJl TSDKKOCTI, Yy TIMBOCTI, JIOKaJi3amii i THiy iHdeKIil, a Takox Bij BIKy
1 pyHKIIT IeYiHKH Ta HUPOK MaIli€HTa.

Hmxye HaBeleHO DPEKOMEHOBaHI JO3M 3aJIeKHO Bil NOKa3aHb. B 0COONMBO TSKKHMX BHINAAKaX CIif
3aCTOCOBYBATH HalBHIY 103y 13 pEKOMEH/IOBAHOT'O JiaNa3oHy.

JlopocJai Ta xiTi BikoM Bix 12 pokis (> 50 kxr)

Jo3a neprpuakcony* YactoTa BBeieHHI ** IToxa3zanust
12r 1 pa3 Ha noby ITozarocmitanbHa MHEBMOHIS

[Coctpi ycknagHEHHA XPOHITHOT
00CTPYKTHBHOI XBOPOOH JIETCHBb




Yexnanneni indexuii CCYOBMBITHHUX IIISXiB
BKIIOYAr0YH mienoHehbpuT

1 pa3 Ha no6y locniitanbha nHeBMOHIS
Ycknanseni inpexmii LIKIPH 1 M’ SIKHX TKAaHUH
Indexuii kicrox i Cyrno06is

24r 1 pa3 Ha 106y Benenns nanienris 3 HEHTPONEHi€l0, y sikux
PO3BHHYJIaCcsl MpomacHums i e mino3pa Ha
bakTepianeny inpexmiio

Bakrepianpuuii CHIOKapIUT

BaKTepianLHHﬁ MEHIHTIT

*  Ipu noxymeHnTanbHo HiATBepIKeHii OakTepiemii ciin POSTIIAHYTH 3aCTOCYBaHHS HAHBHLIOT 103K i3 PCKOMEH/I0BAHOTO Jliana3ony.
** 'V pasi 34CTOCYBaHHS J03, IO NIEPEBMINYOTS 2 T Ha noby, Moxe 6YTH ROLiNbHHM BBCIICHHA IIpenapary ABiui Ha noby (3 12-
TOTHHHHM 1HTEpBaoM).

Ioxazanns y AOpOCIHX i miTeit Bikom Bix 12 POKiB (> 50 xr), mo OTPEeOYIOTh 0COBIMBHX cxem
N03yBaHHs

Loctpwii cepenniit otut

Moxe 6yTu 3actocosana OZIHOpa30Ba BHYTPIIIHEOM’130Ba 11033 1-2 Tpiakcony.

Mlesiki nami cBimuats, mo Y BHIANKY, KOJNM CTaH TALEHTA TSOKKMI abo momepenus Tepamis Gyna
Hee(eKTHBHOIO, 1Ipenapar Moxe OyTH edeKTHBHHM TIpH. BHYTDIlIHEOM’530BOMY BBE/ICHH] B no3i 1-2 r Ha
A00y npotsrom 3 nuis,

Hepenonepaniiina npodinakTika indexiiii v MICIIi XipypriYHOro BTpyyanHs

2 r onHOpa3soBo mepes orepartiero.

CoHopes

Pa3soga nosa 500 mr BHYTPILTHEOM I30B0.

Cudinic

Pexomennosana nosa 500 mr— 1 r 1 pa3 na 106y 3i 36inbmennIM 1031 10 2 T 1 pa3 Ha 106y npu Helpocudimici
ipoTsirom 10-14 nuis. Pekomennanii IMONO N03yBaHHA NpH cuinici, BKrouarouy Helpocuoirnic, 6asyrorscsa
Ha 0OMEeXEHHX JJaHHX. Crin takox BPaXOBYBaTH HaulOHAbHI a60 MicIes] pPeKoMeHarii.

[luceminoBanuit 6opernios Jlafima (paBHi# [11 cranis] i mizmii [II] CTafis)) ,

ITo 2 r 1 pa3 na noby npotsirom 14-21 nus. PexoMennoBana TPHUBATICTh JIKyBaHHS Bapiloe, CIIiJ Takox
BPaXOByBaTH HalliOHaJIbHI 260 Micres] PeKoMeHaanmii,

iTH
Hogonapomxeni, nemopasta Ta 1iTH BikoMm Bix 15 guis n0 12 PoKiB (< 50 kr)
Hitam 3 Macoro Tina Bix 50 kr CIIiZI 33CTOCYBATH 3BHYaiiH] JO3H JIJIs1 TOPOCITHX.
Jo3a neprpuakcony* Yacrora BBegenns** Hoxa3zannsn
1 50—80 Mr/xr 1 pas Ha 100y | BHyTpimHb0ueperHi 1Hbexui]
VYcknanneni iHbexmii CCYOBHMBITHUX NUISIXIB
| (BKirO9aroyn niesoHeGpuT)
Ilosarocnitanbua nHeBMOHIg
Tocniitansha nHeBMOHIS
50-100 mr/kr 1 pa3 Ha 106y Yexnanueni indexmnii LIKIPY 1 M SKHX TKAHHH
(MaxcuManbHo 4 1)

Indexuii kictok i Cyrino6is
Benenus nanienris 3 HEUTpONCHi€I0, y sKux
PO3BHHYJIACS MNpOMacHUNY 1 € mno3pa Ha

bakrepianbny iHdekmito
80—100 mr/kr 1 pas nHa 106y Bakrepianenmit meninrit
. (MaKCHMAaIIBLHO 4 1)
100 Mr/kr 1 pa3 Ha 106y Bakrepiansuuii C€HIOKapaHUT

MaKCHMaJbHO 4 r)
*  IIpu foKyMeHTamBHO HiATBepIKe i GaxTepiemii ciin POSIILAHYTH 3aCTOCYBaHHs HalBHIIOT 103K i3 PEKOMEHI0BaHOTO sianas

** VY pasi 3aCTOCYBaHHS 103, 1[0 TICPEBHINYIOTH 2 T Ha 106y, Moxe OyTH mouinsEuM BRemcHHS Tpenapary nsivi-Ha 106y (3 1 \
TOZMHHHM iHTepBasoMm). ' \

%



IToxa3aHHsl y HOBOHAPO/KEHHX, HEMOBJIAT Ta JliTel BikoM Bin 15 qHiB 10 12 poxkis (< 50 kr), 1o noTpebyroThH A ©)
0COGIMBHX CXeM J03yBAHHS: v iﬁ
LCocTpuit cepenHiit OTUT i
I [OYaTKOBOTO JIIKyBaHHA TOCTPOTO CEPEJHBOrO OTHUTY MOXe OyTH 3acTOCOBaHa OJHOPA30OBa
BHYTPIIIHLOM’30Ba 10’ €K1Iist HedTPHAKCOHY y 1031 50 MI/KT. Jlesiki gani cBiayaTh, 0 Y BUMAAKY, KOJIM CTaH
JIMTHHH TSOKKHIT ab0 Tomepe/ns Tepanis 6yna HeeeKTHBHOIO, HeGTPHAKCOH MOXe OyTH eHEKTUBHIM NIPH
BHYTpIiITHEOM’ S30BOMY BBEJEHHI B 11031 50 MIr/KT Ha 00y MPOTATOM 3 JIHIB.

Iepenonepariiiina npodigakTUKa iHGEKIHi y Micii XipyprigHoro BTpYYaHHs

5080 MI/KT 0ZJHOPA30BO MEPE]] ONEPALIELO.

Cudinic

PexoMenmoBana 103a 75—100 mr/kr (MakcumansHo 4 1) 1 pas Ha 100y nporsrom 10-14 nnis. Pexomennamii

I[OJI0 O3yBaHHA NpH cHbitici, BKIodaoun Helipocudinic, 6asyroTeest Ha ayxe oOMexenux nanux. Crin
TaKOX BPaxOBYBaTH HalliOHAJIbHI a00 MiCIIEBl peKOMEHaNli.

JluceminoBanuii 6openios Jlaiima (pauniit [11 cranis) i mizHii [111 cTanig)])

50—80 mr/kr 1 pas Ha 100y npotsirom 14-21 nus. PekoMeH0BaHA TPUBAJIICT JIIKyBaHHs Bapiio€, CIIiJ TAKOX
BPaxOBYBaTH HalliOHAJIBHI a00 MiCLIEB] peKOMeHaii.

HoBonapon:xeni Bikom 0-14 nxis
[ledTpHakcoH NPOTHIIOKA3aHHUM) I 3aCTOCYBAHHS HEJOHOIIEHHM HOBOHAPOIDKEHHM BiKOM 10 41 THXHS 3
ypaxyBaHHsSM TepPMiHy BHYTPILIHEOYTPOOGHOT0 PO3BUTKY (TecTallifHuii Bik + KaJleHJapHHH BIK).

Ho3a nedrpuakcony* YacroTa BBeJCHHSA IToxa3zanus
20-50 mr/kr 1 pa3 Ha noOy BuyTpiniabpouepeBHi iH ek
Vceknanueni inGeknii MKipH 1 M’SIKUX TKaHUH

VcknanHeHi iHekmii CEYOBHBIIHMX LUIAXIB
(BrITFOUAIOYH THENOHEGPHT)

ITozarocnitajnbHa DHEBMOHIS

TocniTanbHa MHEBMOHIA

Indexuii kicTok 1 cyrno0iB

BeneHHs maiieHTIB i3 HEHTPOIEHI€I0, Y SKUX
PO3BHHYJIACS TPONACHHII 1 € Migo3pa Ha
OakTepiasbHy 1H}EKLII0

50 mr/kr 1 pa3 Ha 700y bakTepialbHUI MEHIHTIT

BakrepianpHuil €HIOKapIUT

* TIpu IOKyMEHTAIBHO TiATBepUKeHi# GakTepieMil CITi po3IIIAHYTH 3aCTOCYBaHHs HalBHIO1 103H i3 peKOMEHI0BAHOTO Niana3oHy.
He cnin nepeBHIyBaTH MaKCHMaJIbHY 1000BY 103y 50 MI/KT.

Iloxa3zaHHs y HOBOHApoMKeHHX BikoM 0-14 nHiB, 110 NOTPeOyIOTH 0COGJIMBHX CX€M A03YBaHHA:
Toctpwii cepenHiii OTUT

Jnd 1odYaTKoBOrO JIIKYBaHHS TOCTPOTO CEPEOHBOrO OTHTY MOXXe OyTH 3acTOCOBaHa OJHOpPAa30Ba
BHYTpIIIHbOM 5130Ba iH’ekuist TpiakcoHy y 1031 50 Mr/kr.

HepenonepauiiiHa npodinakTuka iHQeKii y Micli XipypriyHoro BTpy4aHHs

20-50 Mr/Kr 0JHOpPa30BO NEpesl Olepalielo.

Cuoinic

PexomennoBana no3a 50 mr/kr 1 pa3 Ha o6y npotsrom 10-14 nHiB. Pekomennarii momo q03yBaHHS NpH
cudiyici, BKIOYaodn Hedpocudimic, 6a3yloTscs Ha ayxe oOMexeHHx aaHux. CniJ TakoX BpaxOBYBaTH
HaIllOHaJBbHI 200 MiCIEBl peKOMEHIALI].

TpuBanicTh JIKYBaHHS

TpHuBamicTh JTIKyBaHHS 3aJIeKHTh BiA nepebiry xBopoOH. BpaxoByrouum 3araibHi peKOMeHIamii IIOIO
aHTHOI10THKOTEpanii, 3acTOCYBaHHA LE(TPHAKCOHY CIiJ] NPOAOBXKYBaTH HpoTiroM 48-72 ronuH micis
3HHKHEHHsI CHMIITOMIB IIpOIIacHHUII a00 MiATBEPLKEHHA JOCATHEHHS epauKkanii OakrepiaibHOT iHpeKIii.
ITamieHTH JITHHOTO BIKY ’
3a yMOBH 3a710BUIbHOI (PYHKIIT HUPOK 1 NEYiHKH KOPEKIis TO3H MaIlieHTaM JIITHBOTO BiKy He mOTpiOHa.
[NanieHTH 3 NEYIHKOBOIO HETOCTATHICTIO

HasBni gani cBiggaTh Opo BIACYTHICTH HEOOXIAHOCTI KOPUTYBATH A03Y U1 MALIEHTIB 2 JIETKOO 200 MOMIPHOIO
IICYiHKOBCIO HEJIOCTATHICTIO Y BUITAMIKY, SIKIIO ()YHKIIS HUPOK HE MOPYIICHA.

Hemae nanmx 0OCiiKeHb MO0 MAi€HTIB i3 TSHKKOIO MEYiHKOBOIO HEMOCTATHICTIO (IHB. Pozmn 5.2),
IManieHTH 3 HUPKOBOI HEJIOCTATHICTIO




Hemae HeoOXiTHOCTI 3HIDKYBATH 103y He()TPHAKCOHY IS NALIEHTIB 3 MOPYNICHOI HUPKOBOK (QYHKIIEW B 1 bt

“

TOMy BHIANKy, SKIIO (YHKIiS TNedinku He mnopyuieHa. JIume B pa3i HMPKOBOi HENOCTATHOCTI Y
TepeATepMiHaNbHIA cTamii (kimipeHc kpeatuHiHy <10 Mn/xB) mgoGoBa no3a unedTpHakcoHy HE Mae
MICPEBUILYBATH 2 T.

SIKIIO MALEHT 3HAXOAMTHCS Ha Jiali3i, HeMae moTpeOH y JOAATKOBOMY BBEJEHHI JIKAPCHKOTO 3aco0y micns
niamizy. IledTprakcon He BHOANAETHCS 3 OPraHi3My IUIIXOM NEPUTOHEANBHOTro Mianidy abo remomiamisy.
PeKOMEH/IYETHCS PETEIbHUM KITIHIYHHE MOHITOPHHT Oe3IIeKH Ta epeKTHBHOCTI IPEnapary.

TalieHTH 3 TSHKKUM TOpYIIeHHIM GYHKIIT NCYIHKH 1 HUPOK

Ipy 0HOYACHOMY TSKKOMY IOPYLICHH] QyHKIiH HUPOK 1 IIEYiHKH PEKOMEHAYETHCS PETENbHHI KIIHIYHUHA
MOHITOPHHT Oe31eKH Ta eeKTHUBHOCTI Ipenapary.

Croci6 BBeicHHSA

BuyTpilinb0M’s130Be BBeJeHHA

TpiakcoH MOXHA BBOIUTH IUISIXOM IITHOOKOI BHYTPIIIHBOM 30B01 iH’€KIIii. BHYTpIIIHEOM 430BYy 1H’€KIIiIO
CIIiJ1 poOHTH y HEHTP BiJHOCHO BEJMKOTO M’si3a. PEKOMEHye€ThCsl BBOAUTH He Oiiblie 1 I' B 0HY ALIIHKY.
OCKIZIbKH JITOKAiH 3aCTOCOBYETHCS SIK PO3UYMHHHUK, OTPUMAHHH pO3UMH HIKOJIM HE CIJ BBOIAMTH
BHYTPIIITHHOBEHHO.

BHyTpilIHLOBeHHE BBEACHHSA

TpiakcoH MOXXHA BBOAUTH IIUIIXOM BHYTPIIIHOBEHHOI iH}Y3ii npoTsiroM He MeHine 30 XBHIMH (IepEBaXKHUM
METON BBEAEHHS) a00 BHYTPINIHHOBEHHO MOBITBHO NPOTATOM S5 XBHIMH. BHYTpIIIHBOBEHHE CTpYyiiHE
BBEJICHHS CJIil BAKOHYBATH MPOTATOM HE MEHILE 5 XBHJIMH, IEPEBAXHO Y BEIMKI BEHH. BHYTpINIHLOBEHHI
JI03H, sIKi CTaHOBNATH S0 MI/KT 260 6inbIle, HOBOHAPOHKEHHM 1 JITSM BiKOM 710 12 poKiB HEOOX1THO BBOJHTH
nusixoM  iHGy3ii. 3 MeTol0 3MEHIIEHHA MOTCHUIHHOro pH3MKy OimipyOiHoBoi  eHnedanonarii
BHYTPIIIHBOBEHHI 103 HOBOHAPOXKCHHUM CJIiJ] BBOOUTH Y BUIIIAAl iHQY3ii mpoTarom He MeHme 60 XBHIIHH.
BHyTpilIHEOM'130B¢ BBEIACHHS CJTiJ PO3TIIAAATH IPH HEMOKIMBOCTI @00 MCHIIIH HOIUIEHOCTI IS MaIli€eHTa
BHYTPIIIHEOBEHHOTO NUIAXY. J|03H, M0 CTaHOBIATE 6ibIe 2 T, HEOOXITHO BBOANTH BHYTPIIIHEOBEHHO.
[HedTpuakcoH mpoTHNOKa3aHWH HOBOHApPOmKEeHMM (< 28 mHIB), SKIOIO BOHM MalOTh Ioka3aHHA (abo
OYiKy€THCS, 10 MATHMYTh NTOKa3aHHsI) 10 3aCTOCYBaHHS KaIbI[IEBMICHUX PO3YMHIB /I BHYTPIIIIHBOBEHHOTO
BBEJCHHS, Y TOMY 4YHCII Oe3nepepBHUX KaJbLIEBMICHHX 1H(QY3iH, TakuX sK MapeHTepalbHE XapdyBaHHs, y
3B’SI3KYy 3 PU3MKOM BHIIAQIIHHSA O0cally e TPHAKCOHY 3 KaJIBLIIEM.

Po3unHHMKM, IO MICTATH KanbLil (Hampukiany po3uuH Pinrepa abo pozumH [lapTMana), He chix
BUKOPHCTOBYBAaTH JUI PO3YMHEHHS BMICTY (JIakoHIB 3 ehTpHAKCOHOM ab0 HOJAaTKOBOIO PO3BEINCHHS yXKe
PO3YHHEHOTO BMICTY (J1akoHa IJ1 BHYTPIIIHEOBEHHOTO BBEJICHHS Y 3B'3KY 3 MOJMJIUBICTIO YTBOPEHHS OCaly.
IpeuunitaT KanpLUieBoi coji HEPTPHAKCOHY MOXE TAKOXK YTBOPHTHCS, SKIIO IE(PTPHAKCOH 3MILIYETHCH 3
KaJIBI[IEBMICHUIMH pO3YHHAMH B OJHIH BHYTPINIHBOBCHHIH cHCTeMi. TakuM 4YHHOM, LE(GTPHAKCOH 1
KaJbLi€BMICHI PO3UMHH HE CIIifl 3MilTyBaTH 260 BBOAUTH OJJHOUACHO. '

Jns nepenonepariifinol npoginakTHKH iHGEKIIH B AUBIHII X1pypriYHOro BTpyYaHHs e TpHaKCOH HeOoOX1aHO
BBOaUTH 32 30—90 XBIIHH 0O omepartii.

IHncTpyKNii 3 BAKOPHCTAHHSA

BifHOBIEHI PO3YMHHM 30epiraroTe (Qi3uYHy Ta XIMIYHY CTaOUIBHICTH NMPOTATOM IOHAHMEHIIE 6 TojuH 3a
KIMHATHOI TeMIIEpaTypu Ta 24 roaMH B XOJNOAWIBHHKY (mpH Temmeparypi 2—8 °C). OpHak, sSK NpaBHIIO,
PO3YMHH CJIiJi BUKOPHCTOBYBATH Bipa3y MiCJis IPUTOTYBaHHS.

TpiakcoH He ciif 3MINIyBaTH B OJHOMY LIIpHI 3 OyAb-sAKHM JIIKapCBKHM 3acoOoM, okpiM 1% po3uuHy
J1I0KaiHy TiApoXNopuay (JIMIIE Ui BHYTPIIIHEOM 30BO1 iH’€KIIIT).

* BHyTpiluHBEOM’A30Ba iH’€K1in

Jlia BHyTpimHbOM s130B01 iH’ekuii Tpiakcon 250 mr a6o 500 Mr posumnuTe y 2 mi, a Tpiakcon 1 r
po3unrHUTH ¥ 3,5 M1 1% po3unHy JiI0KaiHy Ta BBOAATH HIISIXOM IIHOOKOT BHYTPIIIHEOM’ I30BOT 1H €KIIii.
Jlo3u, o NEepeBUILYIOTE | T, CITiJ pO3IITMTH Ta BBOAUTH Y OiIBII HiXK OJHY JIJITHKY.

Po3ynHH Ni10KAIHY HIKOJIHM He CJIil BBOJAHTH BHYTPIlIHLOBEHHO.

* BHyTpilIHbOBeHHA iH’ €Ki

Jins BHyTpimHboBeHHOI iH’ekil Tpiakcon 250 mr a6o S00 Mr po3unHsOT y 5 Mi1, a Tpiakcon 1 ry
CTEpWJIPHOI BOAM Ui 1H’€KIiH, IOTIM BBOISTH BHYTPIIIHBOBEHHOIO 1H’EKITIEI0 TPOTATOM 5 XBHI
Oe3nocepeIHRO Y BeHy abo0 uepe3 cucTeMy Ul BHYTPILIHBOBCHHOT 1HDY3ii. pay e

* BHyTpiluHb0BeHHA iH(Y3in

2 r TpiakcoHy po3unHAIOTh y 40 MJI CTEpPHIIBHOT BOIM JUIS 1H €KIIiH a00 B 0OJTHOMY 3 HACTYITHHX Oe3KaIbIi€BHX
PO3YHHIB! ;

- 0,9% po3uuH HATPIIO XJIOPHIY




- 5% pO3uHH AeKCcTpo3H by
- 10% posunn nexcrposu J%
- 0,45% po3unn HaTpil0 XJIOpHAY + 2,5% PO3YHHY IEKCTpO3H
Indysito cnin BBOZUTH IIPOTATOM LIOHaMMeHTIE 3() XBHJIUH.

Hecymicuicts

3a nanumu mireparypHix AKepe, uehTpUaKCoH He cyMicHMIf 3 aMCaKpHHOM, BAHKOMIIIHHOM, (GIIyKOHA307T0M
1 aMiHOTTTIKO3HIaMH.

Posumnn, mo micraTs 1ebTpHaKCon, He ciix 3MIIYBaTH a60 JONABATH 10 iHIMHX JKapCHKHX 3aco6iB, 3a
BHHATKOM 3a3Ha4Y€HUX B Incrpyknii mng 3acTocyBaHHs. 30KpeMa, PO3YHHHHKH, IO MICTATH KaNbILiif
(Hampuknan, pozuun Pinrepa, posunn T apTMaHa) He ciig BHKOPHCTOBYBAaTH I PO3YHHEHHS BMICTY
dnaxoniB 3 medrpmakcoHom abo AONAaTKOBOTO PO3BEACHHS yKE PO3YHHEHOI'O BMICTY (nakona s

XapUYYBaHHS.

1IE JIKAPCLKUIL 3ACIB

Jlixapchkwuii 3aci6 — e TIPONYKT, IO BIIHBAE Ha Bae 30poB's. Moro 3aCTOCYBaHHS HE 3a IHCTPYKIIIEIO €
HebesneyHum nis Bac.

- HiTko HoTpUMYiiTech BKaziBoK BAIIOro JliKapsi, crocoby 3aCTOCYBaHHA Ta IHCTPyKiii hapManesra.

- Jlixap i hapmanenT e CKCICPTaMH 3 JIIKapChKHX 3aC06iB, ix IIPeBar Ta PH3HKIB.

- He nepepugaiire camocrtiiino KYPC JIIKYBaHHSI, IPU3HAYCHHUI Bam.

- He mosroproiire npusnavenns Ges KOHCYNIbTaNI] 3 BalnM Jikapem.
- 36epiraiite Bei Jikapchki 3aco6u NIoJjaJIi Bif miTei.

Pana minictpis 3 OXOPOHM 3110pOB'st ApabchKuX Kpain

Co103 papmanerTis Apabchkux kpain

Hompioua ingpopmayin? 3amenegonyiime 3a be3xkowmosnum Homepom (971) 800 - 4994, OAE

Bupo6uux: Hxynbdap (Julphar)

I'ang ®apmackrorikan Inmactpis (Gulf Pharmaceutical
Industries)

Pac Anb Xaitma, OAE (Ras Al Khaimabh, U.AE)
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1.3.1  Summary of Product Characteristic (SPC)

SPC ' Triaxone 1g Sterile Powder for Solution for LV. Injection
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Module 1.3 Triaxone 1g Sterile Powder for Solution for 1.V, July 2021
Injection
Ceftriaxone (as Ceftriaxone Sodium)

L NAME OF THE MEDICINAL PRODUCT. © =

Triaxone 1g Sterile Powder for Solution for LV. Injection

Each Vial contains:

Item No. Material Name Scale (g/ Vial)
Active Ingredient:
1. Ceftriaxone 1.000
Use: Sterile Ceftriaxone Sodium * 1.414

Each ampoule solvent contains:
10mL of Sterile Water for Injection

* Quantity of Sterile Ceftriaxone sodium is calculated on the basis of assay 795ug of
Ceftriaxone (C1sH1sN3O;83) per mg (anhydrous basis) and 11.0% of water compensation.
Quantity may vary depending on the assay of material.

3. PHARMACEUTICAL FORM
Sterile Powder for Solution for I.V. Injection

Description: White to yellowish white crystalline powder.,

4. CLINICAL PARTICULARS

4.1 Therapeutic indications

Triaxone is indicated for the treatment of the following infections in adults and children
including term neonates (from birth):
* Bacterial Meningitis
* Community acquired pneumonia
* Hospital acquired pneumonia
= Acute otitis media
* Intra-abdominal infections
= Complicated urinary tract infections (including pyelonephritis)
= Infections of bones and joints
» Complicated skin and soft tissue infections
= Gonorrhoea
= Syphilis
* Bacterial endocarditis
Triaxone may be used:
= For treatment of acute exacerbations of chronic obstructive pulmonary disease in
adults
* For treatment of disseminated Lyme borreliosis (early (stage II) and late (stage III)) in
adults and children including neonates from 15 days of age.
* For Pre-operative prophylaxis of surgical site infections
= In the management of neutropenic patients with fever that is suspected to be due to a
bacterial infection
* In the treatment of patients with bacteraemia that occurs in association with, or is
suspected to be associated with, any of the infections listed above
Triaxone should be co-administered with other antibacterial agents whenever the
possible range of causative bacteria would not fall within its spectrum (see section 4.4).

’ﬂ) CONFIDENTIAL 2




Module 1.3 Triaxone 1g Sterile Powder for Solution for LV. July 2021
Injection
Ceftriaxone (as Ceftriaxone Sodium)

Consideration should be given to official guidelines on the appropriate use of antibacterial
agents.

ogy and method of administration =~ = =

Posology

The dose depends on the severity, susceptibility, site and type of infection and on the age
and hepato-renal function of the patient.

The doses recommended in the tables below are the generally recommended doses in
these indications. In particularly severe cases, doses at the higher end of the
recommended range should be considered.

Adults and children over 12 vears of age (> 50 ko)

Ceftriaxone | Treatment Indications
Dosage* frequency**
12 ¢ Once daily Community acquired pneumonia

Acute exacerbations of chronic obstructive pulmonary
disease

Intra-abdominal infections

Complicated urinary tract infections (including
pyelonephritis)

2g Once daily Hospital acquired pneumonia

Complicated skin and soft tissue infections

Infections of bones and joints

2-4¢ Once daily Management of neutropenic patients with fever that is
suspected to be due to a bacterial infection

Bacterial endocarditis

Bacterial meningitis

* In documented bacteraemia, the higher end of the recommended dose range should be
considered.

** Twice daily (12 hourly) administration may be considered where doses greater than 2g
daily are administered.

Indications for adults and children over 12 years of age (> 50 kg) that require
specific dosage schedules:
= Acute otitis media
A single intramuscular dose of ceftriaxone 1-2 g can be given.
Limited data suggest that in cases where the patient is severely ill or previous therapy
has failed, ceftriaxone may be effective when given as an intramuscular dose of 1-2 g
daily for 3 days.
* Pre-operative prophylaxis of surgical site infections
2g as a single pre-operative dose.
* Gonorrhoea
500 mg as a single intramuscular dose.
= Syphilis
The generally recommended doses are 500 mg-1 g once daily increased to 2 g once
daily for neurosyphilis for 10-14 days. The dose recommendations in syphilis,
including neurosyphilis, are based on limited data, National or local guidance should
be taken into consideration.
* Disseminated Lyme borreliosis (early [Stage II] and late [Stage III])
2g once daily for 14-21 days. The recommended treatment durations vary and
national or local guidelines should be taken into consideration.
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Paediatric population
Neonates, infants and children 15 days to 12 years of age (<50 kg)
For children with bodyweight of 50 kg or more, the usual adult dosage should be given.

Ceftriaxone | Treatment Indications
dosage* frequency**
50-80 Once daily Intra-abdominal infections
mg/kg Complicated urinary tract infections (including
elonephritis)
Community acquired pneumonia
Hospital acquired pneumonia
50-100 Once daily Complicated skin and soft tissue infections
mg/kg (Max Infections of bones and joints
4¢) Management of neutropenic patients with fever that is
suspected to be due to a bacterial infection
80-100 Once daily Bacterial meningitis
mg/kg (max
4g)
100 mg/kg | Once daily Bacterial endocarditis
max 4 g)

* In documented bacteraemia, the higher end of the recommended dose range should be
considered.

** Twice daily (12 hourly) administration may be considered where doses greater than 2g
daily are administered.

Indications for neonates, infants and children 15 days to 12 years (< 50 kg) that
require specific dosage schedules:
= Acute otitis media
For initial treatment of acute otitis media, a single intramuscular dose of ceftriaxone
50mg/kg can be given. Limited data suggest that in cases where the child is severely
ill or initial therapy has failed, ceftriaxone may be effective when given as an
intramuscular dose of 50 mg/kg daily for 3 days.
* Pre-operative prophylaxis of surgical site infections
50-80 mg/kg as a single pre-operative dose.
» Syphilis
The generally recommended doses are 75-100 mg/kg (max 4 g) once daily for 10-14
days. The dose recommendations in syphilis, including neurosyphilis, are based on
very limited data. National or local guidance should be taken into consideration.
* Disseminated Lyme borreliosis (early [Stage II] and late [Stage I11])
50-80 mg/kg once daily for 14-21 days. The recommended treatment durations vary
and national or local guidelines should be taken into consideration.

Neonates 0-14 days
Ceftriaxone is contraindicated in premature neonates up to a postmenstrual age of 41
weeks (gestational age + chronological age).

Ceftriaxone | Treatment Indications

dosage* frequency

20-50 Once daily Intra-abdominal infections

mg/kg Complicated skin and soft tissue infections

Complicated urinary tract infections (including
yelonephritis)

Community acquired pneumonia

Hospital acquired pneumonia
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Injection
Ceftriaxone (as Ceftriaxone Sodium)

Infections of bones and joints

Management of neutropenic patients with fever that is
suspected to be due to a bacterial infection

50 mg/kg Once daily Bacterial meningitis

Bacterial endocarditis

* In documented bacteraemia, the higher end of the recommended dose range should be
considered.

A maximum daily dose of 50 mg/kg should not be exceeded.

Indications for neonates 0-14 days that require specific dosage schedules:

* Acute otitis media
For initial treatment of acute otitis media, a single intramuscular dose of ceftriaxone
50mg/kg can be given.

* Pre-operative prophylaxis of surgical site infections
20-50 mg/kg as a single pre-operative dose.

= Syphilis
The generally recommended dose is 50 mg/kg once daily for 10-14 days. The dose
reconuendations in syphilis, including neurosyphilis, arc based on very limited data.
National or local guidance should be taken into consideration.

Duration of therapy

The duration of therapy varies according to the course of the disease. As with antibiotic
therapy in general, administration of ceftriaxone should be continued for 48 - 72 hours
after the patient has become afebrile or evidence of bacterial eradication has been
achieved. :

Older people

The dosages recommended for adults require no modification in older people provided
that renal and hepatic function is satisfactory.

Patients with hepatic impairment

Available data do not indicate the need for dose adjustment in mild or moderate liver
function impairment provided renal function is not impaired.

There are no study data in patients with severe hepatic impairment (see section 5.2).
Patients with renal impairment

In patients with impaired renal function, there is no need to reduce the dosage of
ceftriaxone provided hepatic function is not impaired. Only in cases of preterminal renal
failure (creatinine clearance < 10 ml/min) should the ceftriaxone dosage not exceed 2 g
daily. ‘

In patients undergoing dialysis no additional supplementary dosing is required following
the dialysis. Ceftriaxone is not removed by peritoneal- or haemodialysis. Close clinical
monitoring for safety and efficacy is advised.

Patients with severe hepatic and renal impairment

In patients with both severe renal and hepatic dysfunction, close clinical monitoring for
safety and efficacy is advised.

Method of administration

Intravenous administration

Triaxone can be administered by intravenous infusion over at least 30 minutes (preferred
route) Intravenous doses of 50 mg/kg or more in infants and children up to 12 years of
age should be given by infusion. In neonates, intravenous doses should be given over 60
minutes to reduce the potential risk of bilirubin encephalopathy (see section 4.3 and 4.4).
For doses greater than 2 g intravenous administration should be used.

Ceftriaxone is contraindicated in neonates (< 28 days) if they require (or are expected to
require) treatment with calcium-containing intravenous solutions, including continuous
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calcium-containing infusions such as parenteral nutrition, because of the risk of
precipitation of ceftriaxone-calcium (see section 4.3),

Diluents containing calcium, (e.g. Ringer's solution or Hartmann's solution), should not
be used to reconstitute ceftriaxone vials or to further dilute a reconstituted vial for
intravenous administration because a precipitate can form. Precipitation of ceftriaxone-
calcium can also occur when cefiriaxone is mixed with calcium-containing solutions in
the same intravenous administration line. Therefore, ceftriaxone and calcium-containing
solutions must not be mixed or administered simultaneously (see sections 4.3, 4.4 and
6.2).

For pre-operative prophylaxis of surgical site infections, cefiriaxone should be
administered 30-90 minutes prior to surgery.

For instructions on reconstitution of the medicinal product before administration, see
section 6.6.

4.3 Contraindications

* Hypersensitivity to ceftriaxone, to any other cephalosporin or to any of the excipients
listed in section 6.1.

= History of severe hypersensitivity (e.g. anaphylactic reaction) to any other type of beta-
lactam antibacterial agent (penicillins, monobactams and carbapenems).

* Ceftriaxone is contraindicated in:

* Premature neonates up to a postmenstrual age of 41 weeks (gestational age +
chronological age)*
* Full-term neonates (up to 28 days of age):

Owith hyperbilirubinaemia, jaundice, or who are hypoalbuminaemic or acidotic
because these are conditions in which bilirubin binding is likely to be
impaired*

0if they require (or are expected to require) intravenous calcium treatment, or
calcium-containing infusions due to the risk of precipitation of a ceftriaxone-
calcium salt (see sections 4.4, 4.8 and 6.2).

* In vitro studies have shown that ceftriaxone can displace bilirubin from its serum

albumin binding sites leading to a possible risk of bilirubin encephalopathy in these

patients.

* Contraindications to lidocaine must be excluded before intramuscular injection of
cefiriaxone when lidocaine solution is used as a solvent (see section 4.4). See
information in the Summary of Product Characteristics of lidocaine, especially
contraindications.

* Ceftriaxone solutions containing lidocaine should never be administered intravenously.

'4.4 Special

Hypersensitivity reactions

As with all beta-lactam antibacterial agents, serious and occasionally fatal
hypersensitivity reactions have been reported (see section 4.8). In case of severe
hypersensitivity reactions, treatment with ceftriaxone must be discontinued immediately
and adequate emergency measures must be initiated. Before beginning treatment, it
should be established whether the patient has a history of severe hypersensitivity
reactions to ceftriaxone, to other cephalosporins or to any other type of beta-lactam agent.
Caution should be used if ceftriaxone is given to patients with a history of non-severe
hypersensitivity to other beta-lactam agents.

Severe cutaneous adverse reactions (Stevens Johnson syndrome or Lyell's syndrome/toxic
epidermal necrolysis and drug reaction with eosinophilia and systemic symptoms
(DRESS)) which can be life-threatening or fatal have been reported in association of
ceftriaxone treatment; however, the frequency of these events is not known (see section
4.8).

warnings and precautions for use
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Interaction with calcium containing products

Cases of fatal reactions with calcium-ceftriaxone precipitates in lungs and kidneys in
premature and full-term neonates aged less than 1 month have been described. At least
one of them had received ceftriaxone and calcium at different times and through different
intravenous lines. In the available scientific data, there are no reports of confirmed
intravascular precipitations in patients, other than neonates, treated with ceftriaxone and
calcium-containing solutions or any other calcium-containing products. /n vitro studies
demonstrated that neonates have an increased risk of precipitation of ceftriaxone-calcium
compared to other age groups.

In patients of any age ceftriaxone must not be mixed or administered simultaneously with
any calcium-containing intravenous solutions, even via different infusion lines or at
different infusion sites. However, in patients older than 28 days of age ceftriaxone and
calcium-containing solutions may be administered sequentially one after another if
infusion lines at different sites are used or if the infusion lines are replaced or thoroughly
flushed between infusions with physiological salt-solution to avoid precipitation.

In patients requiring continuous infusion with calcium-containing total parenteral
nutrition (TPN) solutions, healthcare professionals may wish to consider the use of
alternative antibacterial treatments which do not carry a similar risk of precipitation. If the
use of ceftriaxone is considered necessary in patients requiring continuous nutrition, TPN
solutions and ceftriaxone can be administered simultaneously, albeit via different infusion
lines at different sites. Alternatively, infusion of TPN solution could be stopped for the
period of ceftriaxone infusion and the infusion lines flushed between solutions (see
sections 4.3, 4.8, 5.2 and 6.2). ‘

Paediatric population

Safety and effectiveness of Ceftriaxone in neonates, infants and children have been
established for the dosages described under Posology and Method of Administration (see
section 4.2). Studies have shown that ceftriaxone, like some other cephalosporins, can
displace bilirubin from serum albumin.

Ceftriaxone is contraindicated in premature and full-term neonates at risk of developing
bilirubin encephalopathy (see section 4.3).

Immune mediated haemolytic anaemia

An immune mediated haemolytic anaemia has been observed in patients receiving
cephalosporin class antibacterials including Ceftriaxone (see section 4.8). Severe cases of
haemolytic anaemia, including fatalities, have been reported during Ceftriaxone treatment
in both adults and children.

If a patient develops anaemia while on cefiriaxone, the diagnosis of a cephalosporin-
associated anaemia should be considered and ceftriaxone discontinued until the aetiology
is determined.

Long term treatment

During prolonged treatment complete blood count should be performed at regular
intervals.

Colitis/Overgrowth of non-susceptible microorganisms

Antibacterial agent-associated colitis and pseudo-membranous colitis have been reported
with nearly all antibacterial agents, including ceftriaxone, and may range in severity from
mild to life-threatening. Therefore, it is important to consider this diagnosis in patients
who present with diarrhoea during or subsequent to the administration of ceftriaxone (see
section 4.8). Discontinuation of therapy with ceftriaxone and the administration of
specific treatment for Clostridium difficile should be considered. Medicinal products that
inhibit peristalsis should not be given.

Superinfections with non-susceptible micro-organisms may occur as with other
antibacterial agents.

Severe renal and hepatic insufficiency

In severe renal and hepatic insufficiency, close clinical monitoring for safety and efficacy
is advised (see section 4.2).
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Ceftriaxone (as Ceftriaxone Sodium)

Interference with serological testing

Interference with Coombs tests may occur, as Ceftriaxone may lead to false-positive test
results. Ceftriaxone can also lead to false-positive test results for galactosaemia (see
section 4.8).

Non-enzymatic methods for the glucose determination in urine may give false-positive
results. Urine glucose determination during therapy with Ceftriaxone should be done
enzymatically (see section 4.8).

The presence of ceftriaxone may falsely lower estimated blood glucose values obtained
with some blood glucose monitoring systems. Please refer to instructions for use for each
system. Alternative testing methods should be used if necessary.

Sodium

Triaxone contains sodium. This should be taken into consideration in patients on a
controlled sodium diet.

Antibacterial spectrum

Ceftriaxone has a limited spectrum of antibacterial activity and may not be suitable for
use as a single agent for the treatment of some types of infections unless the pathogen has
already been confirmed (see section 4.2). In polymicrobial infections, where suspected
pathogens include organisms resistant to ceftriaxone, administration of an additional
antibiotic should be considered.

Use of lidocaine

In case a lidocaine solution is used as a solvent, ceftriaxone solutions must only be used
for intramuscular injection. The lidocaine solution should never be administered
intravenously.

Biliary lithiasis

When shadows are observed on sonograms, consideration should be given to the
possibility of precipitates of calcium cefiriaxone. Shadows, which have been mistaken for
gallstones, have been detected on sonograms of the gallbladder and have been observed
more frequently at ceftriaxone doses of 1 g per day and above. Caution should be
particularly considered in the paediatric population. Such precipitates disappear after
discontinuation of ceftriaxone therapy. Rarely precipitates of calcium cefiriaxone have
been associated with symptoms. In symptomatic cases, conservative nonsurgical
management is recommended and discontinuation of ceftriaxone treatment should be
considered by the physician based on specific benefit risk assessment (see section 4.8).
Biliary stasis

Cases of pancreatitis, possibly of biliary obstruction aetiology, have been reported in
patients treated with Ceftriaxone (see section 4.8). Most patients presented with risk
factors for biliary stasis and biliary sludge e.g. preceding major therapy, severe illness and
total parenteral nutrition. A trigger or cofactor of Ceftriaxone-related biliary precipitation
cannot be ruled out.

Renal lithiasis

Cases of renal lithiasis have been reported, which is reversible upon discontinuation of
ceftriaxone (see section 4.8). In symptomatic cases, sonography should be performed. Use
in patients with history of renal lithiasis or with hypercalciuria should be considered by
the physician based on specific benefit risk assessment.

Jarisch-Herxheimer reaction (JHR)

Some patients with spirochete infections may experience a Jarisch-Herxheimer reaction
(JHR) shortly after ceftriaxone treatment is started. JHR is usually a self - limiting
condition or can be managed by symptomatic treatment. The antibiotic treatment should
not be discontinued if such reaction occurs.

Encephalopathy

Encephalopathy has been reported with the use of ceftriaxone (see section 4.8),
particularly in elderly patients with severe renal impairment (see section 4.2) or central
nervous system disorders. If ceftriaxone-associated encephalopathy is suspected (e.g.
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decreased level of consciousness, altered mental state, myoclonus, convulsions),
discontinuation of ceftriaxone should be considered.

.5 Interaction with other medicinal p roducts and other forms of interaction:

Calcium—containing diluents, such as Ringer's solution or Hartmann's solution, should not
be used to reconstitute ceftriaxone vials or to further dilute a reconstituted vial for
intravenous administration because a precipitate can form. Precipitation of ceftriaxone-
calcium can also occur when ceftriaxone is mixed with calcium-containing solutions in
the same intravenous administration line. Ceftriaxone must not be administered
simultaneously with calcium-containing intravenous solutions, including continuous
calcium-containing infusions such as parenteral nutrition via a Y-site. However, in
patients other than neonates, ceftriaxone and calcium-containing solutions may be
administered sequentially of one another if the infusion lines are thoroughly flushed
between infusions with a compatible fluid. In vitro studies using adult and neonatal
plasma from umbilical cord blood demonstrated that neonates have an increased risk of
precipitation of ceftriaxone-calcium (see sections 4.2, 4.3, 4.4, 4.8 and 6.2).

Concomitant use with oral anticoagulants may increase the anti-vitamin K effect and the
risk of bleeding. It is recommended that the International Normalised Ratio (INR) is
monitored frequently and the posology of the anti-vitamin K drug adjusted accordingly,
both during and after treatment with cefiriaxone (see section 4.8).

There is conflicting evidence regarding a potential increase in renal toxicity of
aminoglycosides when used with cephalosporins. The recommended monitoring of
aminoglycoside levels (and renal function) in clinical practice should be closely adhered
to in such cases.

In an in-vitro study antagonistic effects have been observed with the combination of
chloramphenicol and ceftriaxone. The clinical relevance of this finding is unknown.

There have been no reports of an interaction between ceftriaxone and oral calcium-
containing products or interaction between intramuscular ceftriaxone and calcium-
containing products (intravenous or oral).

In patients treated with ceftriaxone, the Coombs' test may lead to false-positive test
results.

Ceftriaxone, like other antibiotics, may result in false-positive tests for galactosaemia.
Likewise, non-enzymatic methods for glucose determination in urine may yield false-
positive results. For this reason, glucose level determination in urine during therapy with
ceftriaxone should be carried out enzymatically.

No impairment of renal function has been observed after concurrent administration of
large doses of ceftriaxone and potent diuretics (e.g. furosemide).

Simultaneous administration of probenecid does not reduce the elimination of ceftriaxone.

ity, pregnancy and lactation

Pregnancy

Ceftriaxone crosses the placental barrier. There are limited amounts of data from the use
of ceftriaxone in pregnant women. Animal studies do not indicate direct or indirect
harmful effects with respect to embryonal/foetal, perinatal and postnatal development (see
section 5.3). Ceftriaxone should only be administered during pregnancy and in particular
in the first trimester of pregnancy if the benefit outweighs the risk.

Breastfeeding

Ceftriaxone is excreted into human milk in low concentrations but at therapeutic doses of
ceftriaxone no effects on the breastfed infants are anticipated. However, a risk of
diarrhoea and fungal infection of the mucous membranes cannot be excluded. The
possibility of sensitisation should be taken into account. A decision must be made
whether to discontinue breast-feeding or to discontinue/abstain from ceftriaxone therapy,
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taking into account the benefit of breast feedin

for the woman.

Fertility

Reproductive studies have shown no evide

fertility.

4.7 Effects on ability to drive and

use machines

g for the child and the benefit of therapy

nce of adverse effects on male or female

During treatment with ceftriaxone, undesirable effects may occur (e.g. dizziness), which

may influence the ability to drive and use machines (see section 4.8). Patients should be
cautious when driving or operating machinery.

4.8 Undesirable effects

The most frequently re
leucopenia, thrombocytop

ported adverse reactions for ceftriaxone are eosinophilia,
enia, diarrhoea, rash, and hepatic enzymes increased.

Data to determine the frequency of ceftriaxone ADRs was derived from clinical trials.

The following convention has been used for the clas

= Very common (> 1/10)

* Common (> 1/100 - < 1/10)

* Uncommon (> 1/1000 - < 1/100)

Rare (> 1/10000 - < 1/1000)

= Not known (cannot be estimated from the available data)

sification of frequency:

System Common Uncommon Rare Not Known *

Organ Class

Infections and Genital fungal | Pseudomembran Superinfection®

infestations infection ous colitis®

Blood and Eosinophilia | Granulocytope Haemolytic

lymphatic Leucopenia | nia anaemia®

system Thrombocyt | Anaemia Agranulocytosis

disorders openia Coagulopathy

Immune Anaphylactic

system shock

disorders Anaphylactic
reaction
Anaphylactoid
reaction
Hypersensitivity °
Jarisch-
Herxheimer
reaction °

Nervous Headache Encephalopathy | Convulsion

system Dizziness

disorders

Ear and Vertigo

labyrinth

disorders

Respiratory, Bronchospasm’

thoracic and

mediastinal
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disorders
Gastrointestin | Diarrhoea® Nausea Pancreatitis®
al disorders Loose stools | Vomiting Stomatitis
Glossitis
Hepatobiliary | Hepatic Gall bladder
disorders enzyme precipitation®
increased Kernicterus
Hepatitis®
Hepatitis
cholestatic®
Skin and Rash Pruritus Urticaria Stevens Johnson
subcutaneous Syndrome®
tissue Toxic epidermal
disorders necrolysis®
Erythema
multiforme
Acute generalised
exanthematous
pustulosis
Drug reaction
with eosinophilia
and systemic
Symptoms
(DRESS)”
Renal and Haematuria Oliguria
urinary Glycosuria Renal
disorders precipitation
(reversible)
General Phlebitis Oedema
disorders and Injection site Chills
administratio pain
n site Pyrexia
conditions
Investigations Blood Coombs test false
creatinine positive®
increased Galactosaemia
test false
positive®

Non enzymatic
methods for
glucose
determination
false positive®

“Based on post-marketing reports. Since these reactions
population of uncertain size, it is not

therefore categorised as not known.
® See section 4.4.
¢ Usually reversible upon discontinuation of ceftriaxone.

are reported voluntarily from a
possible to reliably estimate their frequency which is
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Description of selected adverse reactions

Infections and infestations

Reports of diarrhoea following the use of cefiriaxone may be associated with Clostridium
difficile. Appropriate fluid and electrolyte management should be instituted (see section
4.4).

Ceftriaxone-calcium salt precipitation

Rarely, severe, and in some cases, fatal, adverse reactions have been reported in pre-term
and full-term neonates (aged < 28 days) who had been treated with intravenous
ceftriaxone and calcium, Precipitations of ceftriaxone-calcium salt have been observed in
lung and kidneys post-mortem. The high risk of precipitation in neonates is a result of
their low blood volume and the longer half-life of ceftriaxone compared with adults (see
sections 4.3, 4.4, and S.2).

Cases of ceftriaxone precipitation in the urinary tract have been reported, mostly in
children treated with high doses (e.g. > 80 mg/kg/day or total doses exceeding 10 grams)
and who have other risk factors (e.g. dehydration, confinement to bed). This event may be
asymptomatic or symptomatic, and may lead to ureteric obstruction and postrenal acute
renal failure, but is usually reversible upon discontinuation of cefiriaxone (see section
4.4).

Precipitation of ceftriaxone calcium salt in the gallbladder has been observed, primarily in
patients treated with doses higher than the recommended standard dose. In children,
prospective studies have shown a variable incidence of precipitation with intravenous
application - above 30 % in some studies. The incidence appears to be lower with slow
infusion (20 - 30 minutes). This effect is usually asymptomatic, but the precipitations

Healthcare professionals are asked to report any suspected adverse reactions via:
Pharmacovigilance and Medical Device Section

Drug Department - U.A.E M.O.H

Hotline: 80011111

Email: pv@mohap.gov.ae
P.O. Box: 1853 Dubai U.A.E.

4.9 Overdose '

In overdose, the symptoms of nausea, vomiting and diarrhoea can occur., Ceftriaxone
concentrations cannot be reduced by haemodialysis or peritoneal dialysis. There is no
specific antidote. Treatment of overdose should be Symptomatic.

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Antibacterials for systemic use, Third-generation
cephalosporins,
ATC code: JO1DDO04.

Mode of action

Ceftriaxone inhibits bacterial cell wall synthesis following attachment to penicillin
binding proteins (PBPs). This results in the interruption of cell wall (peptidoglycan)
biosynthesis, which leads to bacterial cell lysis and death.

Resistance

Bacterial resistance to ceftriaxone may be due to one or more of the following
mechanisms:

;"; CONFIDENTIAL 12
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= hydrolysis by beta-lactamases, including extended-spectrum  beta-lactamases
(ESBLs), carbapenemases and Amp C enzymes that may be induced or stably
derepressed in certain aerobic Gram-negative bacterial species.
* reduced affinity of penicillin-binding proteins for ceftriaxone.
* outer membrane impermeability in Gram-negative organisms.
= bacterial efflux pumps.
Susceptibility testing breakpoints
Minimum inhibitory concentration (MIC) breakpoints established by the European
Committee on Antimicrobial Susceptibility Testing (EUCAST) are as follows:

Pathogen Dilution Test (MIC, mg/L)
Susceptible Resistant
Enterobacteriaceae <1 >2
Staphylococcus spp. a. a.
Streptococcus spp. (Groups A, B, C and G) b. b.
Streptococcus pneumoniae =0.5% >2
Viridans group Streptococci <0.5 >0.5
Haemophilus influenzae <0.12% >0.12
Moraxella catarrhalis <1 >2
Neisseria gonorrhoeae <0.12 >0.12
Neisseria meningitidis <0.12¢ >0.12
Non-species related 1% >2

a. Susceptibility inferred from cefoxitin susceptibility.
b.Susceptibility inferred from penicillin susceptibility.
c.Isolates with a ceftriaxone MIC above the susceptible breakpoint are rare and, if
found, should be re-tested and, if confirmed, should be sent to a reference laboratory.
d.Breakpoints apply to a daily intravenous dose of 1 g x 1 and a high dose of at least 2 g
x1.
Clinical efficacy against specific pathogens
The prevalence of acquired resistance may vary geographically and with time for selected
species and local information on resistance is desirable, particularly when treating severe
infections. As necessary, expert advice should be sought when the local prevalence of
resistance is such that the utility of ceftriaxone in at least some types of infections is
questionable.

Commonly susceptible species

Gram-positive aerobes
Staphylococcus aureus (methicillin-susceptible)*
Staphylococci coagulase-negative (methicillin-susceptible)*
Streptococcus pyogenes (Group A)
Streptococcus agalactiae (Group B)
Streptococcus pneumoniae

Viridans Group Streptococci

Gram-negative aerobes

Borrelia burgdorferi

Haemophilus influenzae

Haemophilus parainfluenzae

Moraxella catarrhalis

Neisseria gonorrhoea

Neisseria meningitidis
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%teus mirabilis
Providencia spp
Treponema pallidum

Species for which acquired resistance may be a problem

Gram-positive aerobes
Staphylococcus epidermidis*
Staphylococcus haemolyticus*
Staphylococcus hominis*
Gram-negative aerobes
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli”

Klebsiella pneumoniae®
Klebsiella oxytoca®
Morganella morganii
Proteus vulgaris

Serratia marcescens
Anaerobes

Bacteroides spp.
Fusobacterium spp.
Peptostreptococcus Spp.
Clostridium perfringens

Inherently resistant organisms

Gram-positive aerobes
Enterococcus spp.
Listeria monocytogenes
Gram-negative aerobes
Acinetobacter baumannii
Pseudomonas aeruginosa
Stenotrophomonas maltophilia
Anaerobes

Clostridium difficile
Others:

Chlamydia spp.
Chlamydophila spp.
Mycoplasma spp.
Legionella spp.
Ureaplasma urealyticum

£ All methicillin-resistant staphylococci are resistant to ceftriaxone,
" Resistance rates >50% in at least one region
*ESBL producing strains are always resistant

.2 Pharmacokinetic properties

Absorption

Intravenous administration
After intravenous bolus administration of ceftriaxone 500mg and lg,
ceftriaxone levels are approximately 120 and 200 mg/l respectively.

mean peak plasma
After intravenous

infusion of ceftriaxone 500mg, 1g and 2g, the plasma ceftriaxone levels are

approximately 80, 150 and 250 mg/l respectively.
Distribution
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The volume of distribution of ceftriaxone is 7 — 12 1. Concentrations well above the
minimal inhibitory concentrations of most relevant pathogens are detectable in tissue
including lung, heart, biliary tract/liver, tonsil, middle ear and nasal mucosa, bone, and in
cerebrospinal, pleural, prostatic and synovial fluids. An 8 - 15 % increase in mean peak
plasma concentration (Ciax) is seen on repeated administration; steady state is reached in
most cases within 48 - 72 hours depending on the route of administration.

Penetration into particular tissues

Ceftriaxone penetrates the meninges. Penetration is greatest when the meninges are
inflamed. Mean peak ceftriaxone concentrations in CSF in patients with bacterial
meningitis are reported to be up to 25 % of plasma levels compared to 2 % of plasma
levels in patients with uninflamed meninges. Peak ceftriaxone concentrations in CSF are
reached approximately 4-6 hours after intravenous injection. Ceftriaxone crosses the
placental barrier and is excreted in the breast milk at low concentrations (see section 4.6).
Protein binding

Ceftriaxone is reversibly bound to albumin. Plasma protein binding is about 95 % at
plasma concentrations below 100 mg/l. Binding is saturable and the bound portion
decreases with rising concentration (up to 85 % at a plasma concentration of 300 mg/1).
Biotransformation

Cefiriaxone is not metabolised systemically; but is converted to inactive metabolites by
the gut flora.

Elimination

Plasma clearance of total cefiriaxone (bound and unbound) is 10 - 22 ml/min. Renal
clearance is 5 - 12 ml/min. 50 - 60 % of ceftriaxone is excreted unchanged in the urine,
primarily by glomerular filtration, while 40 - 50 % is excreted unchanged in the bile. The
elimination half-life of total ceftriaxone in adults is about 8 hours,

Patients with renal or hepatic impairment

In patients with renal or hepatic dysfunction, the pharmacokinetics of ceftriaxone are only
minimally altered with the half-life slightly increased (less than two fold), even in patients
with severely impaired renal function,

compensatory increase in non-renal clearance, resulting from a decrease in protein
binding and corresponding increase in non-renal clearance of total ceftriaxone.

In patients with hepatic impairment, the elimination half-life of ceftriaxone is not
increased, due to a compensatory increase in renal clearance. This is also due to an
increase in plasma free fraction of ceftriaxone contributing to the observed paradoxical
increase in total drug clearance, with an increase in volume of distribution paralleling that
of total clearance.

Older people

In older people aged over 75 years the average elimination half-life is usually two to three
times that of young adults.

Paediatric population

The half-life of ceftriaxone is prolonged in neonates. From birth to 14 days of age, the
levels of free ceftriaxone may be further increased by factors such as reduced glomerular
filtration and altered protein binding. During childhood, the half-life is lower than in
neonates or adults.

The plasma clearance and volume of distribution of total ceftriaxone are greater in
neonates, infants and children than in adults.

Linearity/non-linearity

The pharmacokinetics of ceftriaxone are non-linear and all basic pharmacokinetic
parameters, except the elimination half-life, are dose dependent if based on total drug
concentrations, increasing less than proportionally with dose. Non-linearity is due to
saturation of plasma protein binding and is therefore observed for total plasma ceftriaxone
but not for free (unbound) ceftriaxone.

Pharmacokinetic/pharmacodvnamic relationship
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As with other beta-lactams, the pharmacokinetic-pharmacodynamic index demonstrating
the best correlation with in vivo efficacy is the percentage of the dosing interval that the
unbound concentration remains above the minimum inhibitory concentration (MIC) of
ceftriaxone for individual target species (i.e. %T > MIC).

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

6.2 Incompatibilities

Based on literature reports, ceftriaxone is not compatible with amsacrine, vancomycin,
fluconazole and aminoglycosides.

Solutions containing ceftriaxone should not be mixed with or added to other agents except
those mentioned in section 6.6. In particular diluents containing calcium, (e.g. Ringer's
solution, Hartmann's solution) should not be used to reconstitute ceftriaxone vials or

section 4.2, 4.3, 4.4 and 4.8).

If treatment with a combination of another antibiotic with ceftriaxone is intended,
administration should not occur in the same syringe or in the same infusion solution.

This medicinal product must not be mixed with other medicinal products except those

mentioned in section 6.6.

36 months from the date of manufacturing.

Chemical and physical in-use stability of the reconstituted product has been demonstrated
for at least 6 hours at room temperature and 24 hours under refrigeration (2-8°C).

From a microbiological point of view, the product should be used immediately. If not
used immediately, in-use storage times and conditions prior to use are the responsibility
of the user and would not be longer than the times stated above for the chemical and
physical in-use stability.

6.4 Special precautions for storage

Store below 30°C. Protect from light and heat.

6.5 Nature and contents of container

USP Type 1, clear glass vial sealed with rubber closure and flip-off aluminium seal with a

printed label, one vial and one solvent ampoule (10mL) packed in a printed box along
with a leaflet,
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Instructions for nse

Reconstituted solutions retain their physical and chemical stability for at least 6 hours at
room temperature and 24 hours under refrigeration (2-8°C). As a general rule, however,
the solutions should be used immediately after preparation.

Triaxone 1g powder for solution for injection

For IV injection:

lg Triaxone is dissolved in 10m], of water for injections. The injection should be
administered over 5 minutes, directly into the vein or via the tubing of an intravenous
infusion. '

Any unused product or waste material should be disposed of in accordance with local
requirements.

7. MARKETING AUTHORISATION HOLDER

Gulf Pharmaceutical Industries - Julphar

Digdaga, Airport Street.

Ras Al Khaimah - United Arab Emirates.
P.O. Box 997

Tel. No.: (9717) 2 461 461

Fax No.: (9717) 2 462 462

3279-4208-6

06. July. 1999

10. DATE OF REVISION OF THE TEXT
15. July. 2021
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INFORMATION FOR THE USER

Triaxone

Sterile powder for Solution for Injection 250mg, 500mg, or 1g

Ceftriaxone (as Ceftriaxone Sodium)

Read all of this leaflet carefully before you are given this medicine because it contains important information for you,
' Keep Lhis leaflet You may need o read t again
3 You have any further questions, ask your Goctor, pharmacist o nurse
27 This medicine has been prescribed for you only. D nes hoss iLon o others. | may harm them, even i their signs ofiiness are the same as yours
you get any sice effects, takk o your doctor, pharmaci o nurse. This inclues any possiie sice effects notisted in e ey See section 4

What is in this leafiet.
1 What Triaxone 1s and what tt s used for

2 What you need to know before you are given Triaxone
3 How Triaxone s given

4 Possible sice effects

5 How o store Triaxone

6. Futther information

1. What Yriaxone is and what it is used for
Triaxone is an antbiotic given to aduits and children (ndding newborn babies). # works by Kiling bacteria fhat cause infections. & belongs 10 & group of medicines called
cephalosporins.
Triaxone s used to treat Infections of:
* The brain (meningitis)
* Thelungs
* The miadie ear
The sbdomen and abdominal wall (peritoniie)
The unnary ract and kedneys
Bones and joints
The sian or soft tissues
oodt

1t'can be given:
* 10 lreat specific sexuall transmitied infectons (gonorrhoca and syphitis).

2 Totreat patients with iow wive biood cell corge. (neutropenia) who have fever due to bacterial infection.

+ T treat infectons of the ches in acts with chvoree bt

* 70 lreat Lyme disease (caused by tick ies) in aduks an emicken neluding new born babies from 15 days of age
= To prevent inections curing surgery

2 What you need to know before you are given Triaxone

You must not be given Triaxone if;

+ youare allergic 1o cefriaxone or any of the other ingredtents of this medicine (lsted in section 6)
i s (such

Triaxone must not be given to babies K:

* The baby is premature

. rnenawnnewnom(wmz&naysovage)amnucenamnumpfouemsn«,aummmmmmmwnmmmammem)m;mugm-pfmnm
contains calcium into their vein,

Warnings and precautions

Talk to your doclor or pharmacist or rurse before you are given Triaxone if

+" Younhave recenty received or are abos (0 recenve proues trat ‘contain calcium
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fou experience or have previousty experienced a combination of any of the following symptoms. rash, red skin, chstering of the kps eyes and mouth, skin peeing high
fever, fluvlike symptoms, increased levels of fiver v oeen in blood tests and an increase in a type of white blooy e (eosinophiie) and entarged ymph nodes (signe
Of severe skin reactions, see akso section 4 Possible gide effects’).
vou
u are given Triaxone for a long time, You may need to have reguiar blood tests, Muomnn-ﬁeutmrsmsolmmmnw-m-mnmnnme
“1bs test. ¥ you are having tests
{el the person taking the sample that you have been given Triaxone.
#°y0u are diabetic o need to have your blood glucose fevel monitored you should not use certain blood glucose monitoring Systems which may estimaie biood Plucose
\eonectly whie you are receiving cefiriaxone. If you use sueh Systems check the instructions for use and tell your . Pharmacist of nurse. Alernative testing methods.
essary.

shoud be used if nece

Children

Talk to your doctor or pharmacist or nurse before your child is. administered Triaxone if:

» He/She has recently been given or is to be gvena product that contains caicium into their vein

Other medicines and Triaxone.

Tel your doctor or pharmacist # you are taking, have recently taken or might take any other medicines.

P Farioutar, tel you doctoror pharmacstf you are faking ay o e following medicines:

* A type of antibiotic called an aminogly i

ool (Lsed 1o treat infectons, particularly of the eyes)

Pregnancy and breast-feeding and fertility

Jou are pregnant or breast-eeding,think you may be pregnant or are Planning to have a baby, ask your doctor for advice before taking this medicine.
The doclor will consider the beneftof treating you with Friaun ‘against the risk 1o you baby

Driving and using machines

Triaxone can cause dzzness. f you feel dizzy, do not cive of use 21y tools or machines. Talk to your doctor # you experience these. symploms

3. How Triaxone is given

Triaxone is usually given by a doctor or rurse. i can be givenas

- ip (intravenous infusion) or as an injection dirctly ino a vein or

* Into a muscl

THaxane is made up by the doctor, pharmacist or nurse and will not be mixed with of given to you at the same time as calgium-containing injections.

The usual dose

Yo doctor willdecide the corret dose of Triaxone for you The dose il depend on the severity and type of infection; whether You are on any other antibiotics; your weight

and age: how well your kidneys and liver are working. The mamtaer of\days of weels thal you are given Triaxone depends on wha sortof infection you have.

Adults, older people and children aged 12 years and over with o y than or squal to 50 kg):

* oo 29 once a day depending on the severity and type of ifestion. ¥ you have a severe infection, mnomwlwynu-nyum(wmqmnmy). ¥ your
ooty dose s higher than 25, you may recewve It as a single dose once a day or as two separale doses,

Neweborn babies, infants and children aged 16 days to13 years with a body weight of less than 60 kg:

* 50-80mg Triaxone for each kg of the chid's body Weight ance a day depending on the severity and type. of infection. If you have a severe infection, your doctor will ove
¥ou 2 Ngner dose up o 100mg for each kg of body weight 1o @ maximum of 4 once a day. H your daily dase is higher than 2g, You may receive i as a single dose once a
ey of as two separate doses

Ny sren wih 2 body weight of 50 kg of more should be given the Lsual adut dose

New-born babies (014 day

+ 20-50mg Triaxone for each kg of the chid's body welght ance a day depending on the severity and type of irfection.

+ The maxmum daiy dose 15 ol lo De more than 50mg for each kg of the baby's weight

People with liver and Kidney problems

Iver and Kianey disease
H you are given more Triaxone than you shouid

y You accidentally recewe more than your prescribed dose, contact your docor of nearest hospital straight away
1 you forget to use Triaxone.

B0 not S0p taling Triaxone uniess your doctor s you o,
!f you have any further questions on the use of this medicine, ask your doctor or nurse.
4. Possibie side effects

Like all medicines, this medicine can cause side effects, although not ‘everyone will get them.

The fol cine:
Treat y in elderly patients with serious Kdney or nervous System problems may rarely cause decreased consciousness, abnormal
movement

s, agiation
Severe allergic reactions (not known, frsquency cannot be estimated from the avallable data)
*fourave a severe allergic reaction tela coctor siragrt away.
2 signs may include:
e of tne o=, throat, lps o mouh Trie can make i dHfcut io breathe or swallow
s ing of the hands, feet and ankdes.
4 #kin reactions (not known, frequency cannot be estimeted from the svallable data)
;au0e1 2 severe skin reaction, tella octor siraigh away,
The signs may include:
* A severe rash that develops Quickly, with blisters or peeling of the skin and Ppossibly biisters in the mouth (Stevens-Johneon syndrome and toxic epidermal necrolysis
Which are also known as SJS and TEN).
* A combination of any of the following symptoms: widespread rash, high body temperalre, iver enzyme elevations, blood abnormaities (sosinophila), enlarged lymph
odes and other body organs involvement (Drug Reaction with Eosinophilia and Systemic Symptoms which & also known as DRESS or drug ivity synckome),
* parsch-Henheimer reaciion which causes fever, chifs, headache, muscle pain, and skin rash that is ueualy seftimiting. This ocours shorly after staring cefiriaxone
disease.

Other possible side affects:
Common (may affect upto1in10 people)
+ {brormalities with you white blood cells (such as a decrease of Jeucocytes and an increase of eosinophils) and patelets (decrease of thrombocytes)
* Loose stools or darrhoes.
* Changes inthe resuits of biood tests for liver functions.

Rash.

Sudien sw

Uncommon (may affact up to 1 in 100 peopie)

* Fungal infections (for example, thush).

2 Adecrease in the number of white blood cells (oranuiocytopenia).
* Reduction in number of red blood cells (anaemia).

- Froblems withthe way your biood clots. The signe may include brusing easity and pain and swelling of your joints.

* Headache.

= Diziness

* Feeling sick or being sick

* Pruritus (iching)

* Pain or a burning feeling along the vein where Triaxone has been given Pain where the injection was given

* Ahghlemperature (fever),

* Abnormal kidney furction test (blood creatinine increased)

Rare (may affect up tc 1 In 1,000 People)

* Bliammation of the large bowel (colon). The signs include darthoea, usualy with biood and mucs, stomach pain and fever.
+ Difficulty in treathing (bronchospasm)

* Alumpy rash (hives) that may cover a kot of Your body, feeling itchy and swelling

= Blood or sugar in your urine,

* Oedema (fuid buid-up),

= Shiver
Not known (Frequency cannot be estimated from the svallable dats

4 secondary infection that may not respond to the antibiotic Previously prescribed.
* Form of ed Ytic anaemia).
T Govere decease in white blood cells (agranuocyivais)
* Conwuisions
* Vertigo (spimning sensation),
* [fammation of he pancreas (pancreaits). The signe inciucie severe pain in the stomach which spreads to your back
+ Inflammation of the mucus firing of the its).
 Ifiammalion of the tongue (glossitie). The signe incluce. sweliing, redness and soreness of the tongue.
- Rroblems with gallbiadder and/or liver, which may cause. pain rausea, vomiting, yellowing of the skin, iching, unusually dark wine and clay-coloured stools,
A herological condtion that may occix in neonator with covere Jaundice (kernicters).

ey problems caused by deposits of caicium cefiriaxone Trers ooy be pain when passing water (wine) or low outpu of urine.

ms).

A faise pusitive result lor galaciosaemia (an abrormay buld-p of the sugar galactose)
i of sehaaemrere with some types of biood glucose fests - please ooyt Your doctor
eporting of side effe.

Medical Device Section
EMOH

Pv@mohap gov ae

?.0. Box: 1853 Dubai UA £
B reporing side effcts, you can hetp provice more informaton on the safety of this mediicine.
& How to store Triaxone
= Keep this medicine out of the sight and reach of children.
Do not use this medicine after the cxpy dale which is stated on the carton and on the vial, The expiry date refers to the last day of that month.
Store below 30°C. Protect from light and heat
Cremical and physical in-use stability of the reconstituted Product has been demonstrated for at least 6 hours at room temperature and 24 hours under refrigeration
(2-8°C)
- Fromh a microbiological point of view, the product should be used immediately. ¥ not used immediately, in-use storage times and conditons prior 1o use are the
resporsibiity of the user and would not be longer than the times stated above for the chemical and physical in-use stability.

Do not use Triaxone if you notice any visible sign of deterioration,
Do notitvow away any medicines via wastewater. Ask you pharmacist to throw away medicines you no longer use These measures will help protect fhe erwironmen

03127568
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e aclive substance is cefiriaxone. Each 1 vial contains sterile Powder of cefiriaxone socum equivalent to 250mg, 500mg or 1 9 of cefiriaxone
one

Jriaxane sterile powder for injection is available as foliows (not al presentations are auailabie in al countries)

Trlaxone 250mg IM: Pack of 1 val and 1 sohvent ampoule of 2mL lidocaine HCI 1%

Triaxone 250mg V. Pack of 1 val and 1 soivert ampece of SmL sterile water for injection
Triaxone 500mg IM: Pack of 1 vial and 1 sovent ampoute of 2mL_ fidocaine HCI 1%

prlaxone 19 IV: Pack of 1 vial and 1 solvert ampoute o 0. sterile water for inection

antaxone 250mg, 500mg and 19 vials MV Pack of 10 viais

The cose depends on the severity, iy, site and type of infecti on the age and he; function of the patient
The doses recommended in the faties below are fne enerally recommended doses in these indicatiors. Particuiarly severe cases, doses at the higher end of the
fecommended range should be considered

skin and soft isste infections.
Infections of bones and joints.
f neutropenic pafients with fever that o

be due to a bacterial infection

Bacterial meningits

- documented bacteraermia, the Ngher end of the recommended dose range should be considered,
* Twice daiy (12 hourly) administration may be consideres where doses greater than 2 g caily are administered

Indications for adulte and children over 12 years of 9 (2 60 kg) that require specific dosage schedules:

=

£ ungle inramuscular cose of Triaxone 1-2 g can be gven.
Limited data suggest that in cases where the patient & severely ll of previous therapy has filed, cefraxone may be effective when gven as an intramuscular dose of 1.2 g
daily for 3 days.

2
29 as a single pre-operative dose.
500 mg as a single intramuscular cose.

The generally recommended doses are 500mg - 1g orce dally increased to 2 once caly for newosyphils for 1014 925, The dose recommendations in syphiis, inclucing
Disaaaypotee, aré based on imited dala. Nation of ocal guidunee snouss e faken into corsiceration.

29 once caily for 1421 days” The recommenced teatoms durabons vary and national or ocal guidelines shouid be taken into consideration
Paediatric population
Neonaty

-:,w-m-wcmumnuny:huyund-..(dom
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T T
oo Indications
Intra-abdominal infections
Complcated urinary tract rfectons (reTiing
Once daily pyelonephvits)
Communi ired umonia
Hospital e
Complic: $kin and soft tissue infections.
50-100 mgg (Max 4 g) Orce daity Infections of bones and joirts.
of neutropenic patients with fever that is suspected 1o be due 10 a bacterial infection

0 9 Once dai Bacterial meningh
Once dai Bacterial endocarditis = |
In documented bacteraemia, the higher end of the Tecommended dose range shouid be consicered,

** Twice dall (12 houriy) adminsiraton may be con ey Where doses greater than 2 g daily are administersd
Indications for neonates, infants and children 15 days 10 12 years (< 50 kg) that require pecic dosage schedules:
For iniSal eatment of acte ol media, a single iramuscuiar dose of Triaxone 50 mokg can be given

d dala suggest that in cases where the child o severely il of istial therapy has failed, cefiriaxone may be effective When given as an intramuscular dose of 50 mghg
daily for 3 days.
50-80 Mo/ as a single pre-operative dose.
The generally r doses are 75-100 mg/kg (max 4 g) once aaily for 10-14 days. The dose recommendations in syphiis, including neurosyphilis, are based on very
fimited data. National or local guidance should be aior s consideration

50-80 /g once daily for 14-21 days T he
Neonates 014 days

durations vary of local guidelines shouid be taken into consideration.

Triaxone neonates upto a 41 weeks (gesiational age + Chronological age)
Derage ey Indicatons
Intra-abdominal infections’
[& f nd tissue infections
C h urinery tract infections. (including pyels Vitis
20-50 mghg Once aily ¥ty 3cquired preumonia
[ Hospital acquired prevmorda
Infections of bones and joints
o reutropenic cled 1o be due 1o 3 bacieral miecion
Bacierial meningits :
ke Orceidaly Bacterial endocardtis

*In documented bacteraemia, the higher end o the
Amn«mm'ymmsummmm exceeded

Indications for neonates 0-14 days that require specific dosage schedules:

Actte olitis media

For infal reatment of scute olifs media, a singie intramuscuar dose of Triaxone 50 mgAg can be given

20-50 mg/kg as a single pre-operative dose.

Syohilis

The generaly recommended dose is 50 mgkg once Jaily for 1014 days. The dose recommendations in Syphils, including neurosyphits, are based on very limited data
Dational of locai guidance should be taken into coneiceratior

ane duration of herapy varies according o the course of the Sraease. S with antibiotc therapy in general, adminitrtion of cefriaxone snoud be continued for 48 - 72 hours
onicr the patient has become afebrie or eviderce o actera) oreear s ! been achieved

The dosages adults require peopie

Available cata do nof indicate the need for dose 2dustmen in mi or moderate iver function impairment Provided renal function s not impaired
There are o study data in patients with severe. hepatic impaiment

range should

renal and hepatic function is satisfactory.

In patierts with impaired renal funcion, there is no need 1o o s ihe dosage of cefriaxone provided hepaic functon is ot Impaired. Only in cases of preterminal renal
failure (creatinine clearance < 10 mikmir) shoud the ceftriaxone dosage not exceed 2g daily.
ients unde: i Y dosing is requi

ysis. Close clinical

ing the dialysie.
g for safety Y is advised

i patients with boih severe renal and hepatic dysfunction, close cinical monitoring for saety and efficacy is acised.
#ﬁmlﬁ.ﬂé}'t‘_fmmmm

19 should be injected at one site.
As the solvent used is lidocaine, the

ysis no
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injection. nt injections should be injected well within the buk of a relatively large muscle and not more than

never be i y

ipitation of ceftriaxone-calcium,

3! be sed lo reconstitte ceftriaxone vials or 1o further e 2 reconsiitited vial for
Inravenous administration because & precipitate can oy Precipiation of Gefiriaxone-calcium can iso oceur whar cefiriaxane is mixed with calcium-containing solutone
e same intravenous administration fine. Therefore, cefiriaxDne and calcium-containing solutione must not be e of administered simuttaneously.

tions, shoid be administered 30-90 minutes prior to surgery.

Reconstituted solutions retain their Physical and chemical stabiiity for at least 6 hours at room temperature and 24 hours under refrigeration (2-8'C). As a general rule,
f, wmwmumvmhhvnr ration.
Triaxone shouid rot be mixed in the same syringe wit @ € other than 1% Lidocaine HCL solution for intramuscuar injection only).
. scular injaction
For M injection, Triaxone 250mg or 500mg i dissoved in 2mL and Triaxone 1g1n 3 5mL. of 1% ldocaine solution
Dongeuweaierl!-nwﬂmddbeﬁmdlnﬂmjedadmnwehanwlh

* Intravenous lnjection
For IV injection, Triaxone re g is dssoled in SmL and Triaxena 1g in 10mL of sterie water for injection and then administered by IV injection over 5
minutes, directly Ino the vein or via the tubing of an intravenous infusion

* Intravenous int

29 of Triaxone is dissolved in 40mL of sterile water for injection or one of the following cakcium-free ‘solutions:

- 0.9% Sodium chioride
- 10% Dextrose
- Oﬁﬁsod\lnnhhnde’Zﬁ* Dextrose

e Infusion shouid be acminisered over af least 30 minces

by deep injection.

Based on literature reports, cefiriaxone is not Jormpalible with amsacrine, vancomycin, fluconazole, and aminoglycosides,
£0lLlions containing cefiraxone shouid nof be moed wits o, 9ded o other agerts except those mentioned I “peructonc Jot e, In particutar, diluents containing caicium,
(e.g Ringers. plartmann's solution) should ot be wsed 1o reconsti e cefinaxone vials of (0 further cilute  reconstiuted vial for he administration because a
precipitate can form. Cefiriaxone must not be mixed or v y 0 solutions including parenteral nutrition,

Do ot by your riod of treatment prescribed for you

icament ion
and phar
- pharmacist ks
- Do not repeat the same prescription withous consuting your docor,
- Keep all medicaments out of reach of the chicren,
Council of Arab Heakh Minkters,
Union of Arab Pharmacists

Any information? Call Toil Free No. (971) 800 - 4954, UAE.

Produced by: ddphar
Gu Pharmaceutcal ndustivs
Ras Al Kneimeh, UAE.
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