/A)/635 [or JO8,

Monyns 1.3 Tpiakcon (Triaxone), 1r, CTEPHIbLHHI NOPOIIOK 115 POIUHEY 115 B/M JTHIeHb
iH’exuii 2021 p.
Iedrpuakcon (v puraani ueTPHAKCOHY HATPII0)

1.3.1 Koporka XapaKTePHCTHKA JIKapchKoro 3acody

XJI3 Tpiaxcon (Triaxone), 1r. CTEPUILHHI NOPOMIOK 115 DO3YR

1. HA3BA JIIKAPCHKOI'O 3ACOBY

2. SIKICHUH TA KUIbKICHHIT CKJIAJT

3. JIKAPCHKA ®OPMA

4. KJIHIYHA IHOOPMALIIS

4.1 Tepanestnuni noxazanus

4.2 Jlosu Ta crioci6 3acTocyBanms

4.3 Ilporunokaszanus

4.4 OcobHBi 3acTepexeHHs Ta 3an061HKH] 3aXOJH NPH 3aCTOCYBaHHi

4.5 Bszaemonis 3 iHIMAMH JIKapCHKUMH 3aC06aMH Ta iHLIi BHIH B3aEMOJIii
4.6 3acrocysauns nij yac BariTHOCTi Ta TOJIyBaHHs IPyJUTIO

4.7 BniuB Ha 3martmicTs KCpyBaTH TPAaHCHOPTHHMH 3ac00aMM ab0 mpawioBaTH 3 HIIHMH
aBTOMATH30BAHHMH CHCTEMAMH

4.8 Tlo6iuni peakuii

4.9 Ilepenosysanns

5. ®APMAKOJIOT'TYHI BJIACTUBOCTI

5.1 ®apmakonunamiuHi BracTHBOCT

5.2 dapMaKOKiHETHYH] BIACTHBOCTI

5.3 Jlokuniniuni nani 3 Gesnexku

6. ®APMAIIEBTUYHA IHO®OPMAILIISA

6.1 JlonomixHi pesoBuuu

6.2 HecymichicTs

6.3 Tepmin npunatHoCT

6.4 OcobGmuBi 3an06ixui 3axomm npH 36epiranni

6.5 TwI Ta BMiCT ynakoBku

6.6 Cneuianshi 3axonu 6e3nexn TIpH YTHITI3aWii Ta IHIOMY MOBOKEHH]
7. BJIACHUK PEECTPALIIHOIO ITOCBIJTYEHH A

8. HOMEP(1) PECCTPALUMHOIO ITOCBIQYEHHS

9. JATA IIEPLIOf PEECTPALII/TIOIOBXEHHS PEECTPAILIIMHOI'O ITOCBIJJTYEHHS
10. JATA OCTAHHBOI'O IIEPET ny
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Monyns 1.3 Tpiakcon (Triaxone), Ir, CTEPHALHUH MOPOIIOK 1A PO3YMHY 105 B/M JIMINEHL
in’exuiii 2021 p.
Hedrpuakcon (v surasni e TPHAKCOHY HATpii0)

Tpiakcon (Triaxone), 1r, CTCPUIbHUH MOPOLIOK JUI PO3YMHY JUIst B/M iH’€KLiii

Koxen dnakon mictuts:

IMosnuis  Ha3sma Marepiaay Hlxana (r/ duakon)
Ne
1. dixoua peyosnna:

Ledrpuakcon 1,000

Y Burnsazi crepunsHOro uedTpHakcoHy Hatpiio * 1,414

Koxna AMIYJIA PO3YHHHHKA MiCTHTE:

3,5 M1 cTepunBHOTO mijpokainy 1%

* Kinbkicts cTepunsnoro UEPTPHAKCOHY HATPIO OBUHCITIOETHCS HA OCHOB] KiJIbKICHOTO ananisy 795 mkr
uedTpHakcony (C18H18N80O7S3) na mr (be3Bozma ocnoBa) Ta 11,0% BomHOL KomreHcanii. Kinekicts
MO3KE BapilOBaTH B 3aIEXHOCTI Bij PE3yNILTATIB aHaNi3y MaTepiany.

- JIIKAPCHKA ®OPM/

TEPHIILHHI NOPOLIOK JUIS PO3YHHY LISt B/M iH EKIIH
Crep # nop: B/M iH’

Omnnc: Kpucraniunmii nmopomrok six 6inoro A0 KOBTYBaTOro-6i10r0 KOMKOPY.

4, KJITHIYHA THOOPMAIITS

HOBOHAPO/DKEHHX (BiJ HAPOIKEHHS):
*  bBakrepianbui MeHiHTITH
*  Tlosarocnitansha mHeBMOHis
*  Tocnitansna nHeBMOHIs
*  Toctpwii cepenniii otur
*  Intpaabnominanshi indekmii
*  Yexnanneni inQexuii ceqoBuBinEmuX mxis (B TOMy gncni nienoHepur)
*  Indexuii xicrox i cyrno6in
*  Yeknanueni inexuii mKipH Ta M’IKHX TKaHHH
* Tonopes
*  Cudinic
*  Bakrepiansni CHJIOKapIHTH
Tpiakcon moxua 3aCTOCOBYBATH:
* M nikyBanns saroctpens Xponiunoro 0OCTPYKTHBHOTO 3aXBOPIOBAHHS JIereHs Y I0POCIIHX
*  JIna nikyBaHHA AMCEMIHOBAHOIO 6openiosy Jlaiima (pannboro (cranis II) a6o mizHsoro (cramis
1IT)) y nopocnmx i mireit, Brrrogaroun HOBOHAPO/KCHHX 3 15-1eHHOrO BiKy
*  Jna nepenonepaniiinoi npodinakTHKy iHdexuii B minsumi XipypriqHOro BTpyyans
* s BeneHHs namientis 3 HEHTPONCHIEI0, Y SIKHX PO3BHNACS JMXOMAHKA 3 II03pOI0  Ha
bakrepiansHy indexuio
*  [lna nikyBanas nmanienris 3 baxtepiemiero, sixa nos'szana abo IMOBipHO 110B'13aHa 3 6y Ib-KO0IO
iHdexuier, nepepaxosanow BHIIE
Tpiakcon wueobxinHo NpH3HAYaTH B koMOiHaWii 3 iHIIMMH aHTHOaKTepiaIbHUMH 3acobamu, sKIO

ncpenbavyBanuil gianazon 6axTepiit, mo cnpuusHMTH 3aXBOPIOBAHHS, HE BXOAHTE IO CHEKTPa HOro
(auB. Po3nin 4.4).
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Moayns 1.3 Tpiakcon (Triaxone), 1r, cTepuLHHIi Nopowok Ans PO3YMHY 1718 B/M JIMMCHB

in’exuiii 2021 p.
Hedrpuakcon (v gurasai uedrpuakcony HaTpii0)

Heobxinno Bpaxosysaru odiLiiin peKOMeHaLii MO0 Hae)HOrO 3aCTOCYBaHHA aHTHOAKTEpPiadbHHX
3aco0iB,

~ Jlo3u Ta cnoci6 3acTocyBanis

203! BaHHA

Mosa nikapcekoro 3acoby sanexuts BIl TAOKKOCT, 9yT/IHBOCTI, JIOKami3awij i THIY IH(EKI, a Takoxk Bij

BIKY

1 yHKUIT mevinku Ta HHUPOK malieHTa.

Hwxue naBeneno pexomennosani A03H 3aNEXKHO Bill TIOKa3aHb, B 0cOGNHBO TsHKKMX BHIIaIKaxX CJIij
3aCTOCOBYBAaTH HaNBHUILY 7103y i3 PEKOMEHI0BAHOTO Jianasony.

Lopocai Ta it Bikom Bix 12 pokis (> 50 kr)

_Jlo3a nedrpuaxcony* YacroTa BBeteHHs * * Ioka3anus

1-2r 1 pa3 Ha no6y Ilosarocnitanssa nHeBMoHis

locTpi yeknamuenns XPOHIYHOT
0OCTPYKTHBHOT XBOPOOH JIereHs
BHyTpimubouepesHi indexuii

Yeknanueni indexuii ceyoBHBinEMX MUISXIB
(BKIIOYatoun miesonedput)

21 1 pa3 Ha noby [ocnitansHa nHeBMOHis
Yeknanueni indexuii WIKipH 1 M’ SIKHX TKaHHH
TIndexuii xicTok i cyrnobis

2-4r 1 pa3 Ha 106y Benenns nanienris 3 HEHUTPONECHIEI, Y SKHUX

POSBHHYNIACS TpomacHHusA i € migospa Ha
bakrepianbhy indekuio
Baxrepiansuuii enoxapaur

Bakrepiansumii MeHinTiT

* Ilpu noxymenTanbHo MiATBep/UKeRil Gakrepiemii cain POST/IIHYTH 3aCTOCYBaHHS HalBHIIOI 103H i3 PEKOMEHA0BaHOTO
Jiamasony.

** 'V pasi sactocysanns 4103, IO MEPEBHITYIOTH 2 T Ha 106y, Moske OyTH MouinEHIM BReACHES npenapary Asivi Ha noby (3 12-
TOIHHHHM iHTEpBaIoM),

Ioxasanns y nopocanx i gireii Bikom Bi1 12 pokie (> 50 kr), mwo noTpebyrTh 0COGAHBHX cxeMm
N03yBaHHs

* Toctpwii cepenwniii orur
Mosxe 6yTu 3acTocosana OZHOpa3oBa BHYTPIIIHEOM 513084 103a 1-2 1 npenapary.

Hesxi nani ceiquars, mo Y BHNAJKY, KOJNHM CTaH NaUi€HTa TSHKKHH 260 nonepenns Tepamnis Gyna
HEC(HEKTHBHOIO, IIpenapar Moske OyTu edexrnBHIM npH BHYTPIIIHBOM 30BOMY BBEJCHHI B 103i  ]—
2 r na 106y npotsrom 3 nimis. '

* Ilepenonepaniiina npoginakruka indexmniii Yy Micui xipypriunoro BTPYYaHHSA

2 T onHOpa30Bo nepex OIlEpalli€lo.

* Tonopesn

Pasosa noza 500 mr BHYTPIIITHEOM 13080,

* Cudinic

Pexomennosana n03a 500 Mr— 1 r | pa3 Ha 100y 3i 36inbmennsm no3u 10 2 1 1 pa3s Ha 100y npu
Helpocudinici nporarom 10-14 nais, Pexomenmawii mozmo A03yBaHHA NpH cudiici, BKIOYAIOYN
HeHpocuinic, 6asyoThes Ha 0OMEKEHHX Aannx. CIIiX Takox BpaxoBYBaTH HAIIOHATLH] 260 MicLeBi
PeKOMeHaanmii.

* luceminoBanmii Gopenios Jlaiiva (panuiii [II cragis] i misnii [IIX cranis])
ITo 2 r 1 pa3 na noby npotsrom 14-21 nug. Pexomennosana tpupamicrs JNKYBaHHs Bapiroe, i
TaKOXK BPAXOBYBATH HaLliOHAIBHI 260 MiclieBi PEKOMeHallii.

Qapma
NEDD
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Monayns 1.3 Tpiakcon (Triaxone), 1r, CTEPHALHMI NOPOIIOK /IS PO3YMHY 1 B/M JIMMEeHb
iH’exuii 2021 p.
ledrpuakcon (y Burasai nedTpHaKcony HaTpi)

itn
Hosonapoxeni, nemosnsita 1a AiTH Bikom Bix 15 auis 10 12 PoKiB (< 50 kr)
AiTsiM 3 Macoro Tina Bix 50 kr crix 3aCTOCYBATH 3BHYANHI I03H JUIS JOPOCIHX.
|__/lo3a nedrpuakcony* Yacrora BBeleHHA** IMokazanus
50—-80 mr/kr 1 pa3 Ha 106y BHyTpimubouepenni indexuii
Yeknanneni iHpekuii cevoBMBITHEX MLUIIXIB
| (BKIIOYaoun nieioHehpuT)
ITosarocnitansHa nHEBMOHIS
l"ocniTanbHa nHEBMOHIs

50-100 mr/kr 1 pa3 na no6y Yeknanneni inpexuii mKkipn i M IKHX TKaHHE
(MakcuMansHo 4 r)

Indexuii kicTox i cyrio6in

Benenns mauientis 3 HEHTPOTIeHI€I0, y AKX
PO3BHHYJIaCs MPOMACHHIA 1 € mifo3pa Ha
bakrepianbhy indexuico

80-100 mr/xr 1 pa3 Ha 106y Bakrepianbuuii Meninrit
MaKCHMambHO 4 r)
100 mr/kr 1 pa3 na noby Baxrepiamsnnii enoxapaut

(MakcHManbHO 4 1)

Ilpn AokymeHTanbHO TIATBEp/UKeHil GakTepiemii cig POSIIIAHYTH 3aCTOCYBaHHA HalBHIIOT J03H i3 PEKOMEHI0BAHOTO
Jllanasony.

** 'Y pasi sactocysanns 103, mo NCPCBHILYIOTS 2 T Ha 106y, MoKe BYTH MOMiNBHIM BBC/ICHHA Npenapaty ABivi Ha A06y (3 12-
TOHHHAM iHTepBAIOM),

*

Iloxa3anus y HOBOHAPO/UKEHUX, HEMOBJIAIT Ta AiTell BikoMm Bix 15 nuis Ao 12 pokis (< 50 kr), mo noTpedyTE
0COOIMBHX CXeM 103YBaHHS:
* Toctpuii cepenniii orur
Mnst nouatkoBoro nikysamus TOCTPOTO CEPEAHBLOTO OTHTY MOXe GyTH 3acTocoBaHa 0JIHOpa3oBa
BHYTDIIIHEOM 53082 iH’ €K1 uedTpHakcony y 103i 50 Mr/kr. esixi nani CBIIYaTh, IO y BUMaKy,
KOIH CTaH IMTHHHU THKKHH a60 monepens Teparis Oyna HeedekTHBHOMW0, e Tprakcon mosxke 6yTH
eeKTHBHIM npn BHYTPINIHBOM A30BOMY BBEJCHHI B 1031 50 MI/kT Ha 100y npotsarom 3 nmis.
* Ilepenonepaniiina npoginakTuka indexuii y micui XipypriuHore BTpyyanus
50-80 mr/kr ognopazoso TIIepeN onepariieio.
* Cudiaic
PexomennoBana o3a 75-100 Mmr/xr (MakcumanbHo 4 ) 1 pa3 Ha no6y npotsrom 10-14 muis.
Pexomenpanii mopo A03YBaHHA NpH CHinici, BKIIOYAIOUN Helpocudinic, 6asyloTscs Ha Jyxe
obMesxennx nanmx. Ciuiz Takosx BPaxXOBYBAaTH HaLllOHAIBHI 260 MicIieRi peKoMeHaii,
* HuceminoBaunii 6openios Jajima (panmniii [IT cranis] i nizniii [IIX cranis])
50-80 mr/kr 1 pa3 na no6y nporsarom 14-21 nus. Pexomennoana TPHBAJIICTh JTiKYBaHHS Bapiloe,
CJIil TaKOX BPaXOBYBATH HAILOHANBH] 260 MICIICBI peKoMeHaIii.

HoBonaponxeni pixom 0-14 nuip
Ledrpuaxcon nporunokasanmii JUIA 3aCTOCYBaHHs HEJIOHOICHHM HOBOHAPOKCHUM BiKOM 110 41 TixHA
3 YPaxyBaHHSM TepPMiHy BHYTPIlIHBOYTPOGHOTO PO3BHUTKY (TecTauiinuii Bix + KaJICHIAapHHii BiK).
j}lma nedrpuakcony* Yacrora BBenenus Iokazauns

20-50 mr/kr 1 pa3 Ha 106y BuyTpimmssouepesni IHbexuii

Yeknanueni indexuii nmxipn i M’ SKHX TKaHUH

YeknaaHeni iHQeKil CeYOBHBINHNX LLIIXIB
(BrmIOYalOUH mienonedpur) \
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Moayns 1.3 Tpiakcon (Triaxone), 1r, crepuanuuii NOPOLIOK [JIfl PO3YHHY I B/M JIMTICHB
in’ excuiii 2021 p.
Hedrpuakcon (v Burasmi ueTpHAKCOHY HATPiI0)

Benenns nanientis i3 neiitponenicio, y sxux
PO3BHHYJIACs NpONacHULA 1 € migospa Ha
GakTepianbHy iHbekmio

50 mr/kr 1 pa3 na noby BakTepianbHuit MEHIHTIT

baxrepiansuuit €HJIOKApJIUT

* Ilpu noxymeHTamBHO niaTeBepuKenii Gakrepiemii ciia POSIIIAHYTH 3aCTOCYBaHHA HaHBHINOI N03H i3 PEKOMEHIOBaHOTO
Jlianasony.
He cnin nepepuimysarn MaxKCHMaJIbHY 1000BYy 103y 50 mr/kr.,

Iloxasanns y HOBOHApOMKEeHNX Bikom 0—14 MHIB, 110 MOTPEGYIOTH 0COBIHBHX cXeM JI03YBaHHSA:

* Tocrpwmii cepenniii orur
Hns mouaTkoBoro nikyraHHs TOCTPOro CEPEeAHBOTO OTHTY MOXe OyTH 3acTOCOBaHa OHOpa3oBa
BHYTPILIHBOM 51308 iH’eK1list nedTpHakcony y 103i 50 Mr/kr.

* Ilepenonepaniiina npodinakruxa indexuiii y micui xipypriunoro srpy4anns
20-50 mr/kr ogHOpa3oBo nepen onepariero.

* Cudinic
Pexomeniosana no3a 50 mr/kr 1 pas na A00y npotsarom 10-14 auis. Pekomenaanii momo JO3YBaHHSA
npy cuirici, BKmoyaroun Helpocudiic, basyroThes Ha Jyxe oOMexeHHX aaHux. CIiy Takok
BPaxOBYBaTH HaLlloHATbHI a60 Micuesi pekoMeHawii.

Tpusajicts JiKYBaHHA

Tpusanicts nikyBanus 3anexuts Bix nepediry xBopo6u. BpaxoByroun s3araibmi peKOMeHIauii 10,10
aHTHOI0THKOTEpaii, 3acTOCyBaHHS ne(TPHAKCOHY CIiJ MPOJOBKYBATH npotsaroM 48-72 roguH micis
3HUKHCHHS CHMITOMIB NPONACHUII a0 MiATBEPIKEHHS AOCATHEHHS epanukauii 6akrepianbHoi iHdexmii.
IanienTn giTHbLOrO Biky

3a ymMOBH 3a/10BiNbHOT yHKILi] HHPOK i IEYiHKH KOPEKIis JO3H NaLicHTaM JIiTHLOrO BiKy He 1noTpi6ua.
IauienTu 3 mewinKoOBOIO HeTOCTATHICTIO

HasBhi naui cBiquats npo BincyTHicTs HeoGximHocTi KOpHI'YBaTH A03y Ul TALIEHTIB 3 JIerkow abo
TIOMIPHOIO TEYiHKOBOIO HEOCTATHICTIO Y BHINAJIKY, AKINO (YHKIA HHPOK HE MOpYIIeHa.

Hemae nanmx nocnizmkens moxo namienTis i3 Tsukkoro NEYiHKOBOKO HEAOCTaTHICTIO (1uB. Po3in 5.2).
IlanienTn 3 HUPKOBOIO HeOCTaTHICTIO

Hemae neobxinnocti 3umxyBat A03y e TpHAKCOHY /I MALi€HTIB 3 TOPYIICHOK HHPKOBOK (hyHKIIi€I0
B TOMy BHNaAKy, AKIO (QyHKUis NEYiHKH He nopymesa. Jlmme B pa3i HHDKOBOI HEJOCTAaTHOCTI y
nepeaTepMiHaNbHii cranii (kmipenc kpeatuHiny <10 mn/xB) no6osa no3a ueTPHAKCOHY He Mae
IIEPEBUIIYBATH 2 T.

SIkmo mauieHT 3HaXOHMTHCA Ha Jiani3i, HeMae NoTpebH y NONATKOBOMY BBECHHI JKapCHKOTro 3acoby
micns pmiamisy. IledTpuakcoH He BumanseTbCs 3 OpPraHi3My MNIISXOM INEPHTOHEATHLHOrO niamisy abo
reMoziaiisy. PexoMenayeThes peressHuit KiiHigHui MOHITOPHHT Ge3neKH Ta e eKTHBHOCTI npenapary.
IauienTH 3 TAXRKHM NOpVIIeHHAM YR NeYiHKH i HHpok

Ilpu oxanowacHOMy TsRKOMY NOPYIIEHH] (YHKIIH HHUPOK i nedinku PCKOMCHIYETHCSI PeTEbHUI
KJIHI9HHHA MOHITOpHHT Ge3neku Ta e(eKTHBHOCTI NIpenapary.

Cnocit BBe1enHs

BuyTpimnabom’sizose BBenenns
Tpiakcon MoxHa BBOAMTH ISXOM TIHGOKON BHYTPIlIHBOM’5130B07 iH’eKItii, BryTpimnsom’s308
1H’€KLIIO CIIi/i POGHTH y LIEHTD BiTHOCHO BEHKOTO M 34, Pexomennyersest BBomH He 6inbime 1 1 B o
JUJISHKY.

Ockinbkn niiokaiH 3acTocoByeTbes sk PO3YMHHHK, OTPHMaHHH DPO3YMH HIKOJM HE CJIJ BBOJHTH
BIYTpilNLOBeHHO (1uB. Posnin 4.3).

3 MeTor0 nepeonepaniiinoi npodinaktuky iH(exnii y Micui Xipypriusoro BTpy4aHHs nehTpHakco
BBOJMTH 33 30-90 XBHIHH 110 Xipypriunoro BTPYYaHHS.

[HcTpyKuii mozxo BixHOBNCHHS JIKapCHKOTO 3ac00y TNepet BBEACHHM 1B,
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Moayns 1.3 Tpiakcon (Triaxone), 1r, crepunnnuii TIOPOMIOK JIsl PO3YMHY 1151 B/M JIHICHB
i’ exuiii 2021 p.
Hedrpuakcon (y BHIIAAI nedTpHakcony HaTpilo)

. I'inepuyrnusicts 0 uedrpuakcony abo go Oyme-sixoro ixmoro uedasnocnopuny, abo xo Oy b-
SKHX JIONOMIKHHX PEYOBHH, 3a3HAYCHUX y posain 6.1,
. Bupaxena rinepuymimsicrs (sanpuxnan amadinaktHuna PeaKilis) B aHaMHe3i 710 6yb-aK0ro

IHIOTO GeTa-JIaKTAMHOTO aHTHOaKTepiaabHOro 3ac00y (NeHIMIH", MOHOGAKTAMM i kapbanenemu).
. Ledrpuakcon nporunokasanuii:
® HCIOHOLICHHM  HOBOHAPOIDKEHHM  BIKOM 10 41 THxHE 3 YPaxyBaHHIM  CTPOKY
BHYTPIIHEOYTPOGHOTO PO3BHTKY (TecTauiiinmit Bik + Bik miciis HapomkenHs)*
*  JIOHOIICHUM HOBOHAPOKEHUM (110 28-1eHHOro BIKY):
O 3 rinep6inipy6iHeMiero, JKOBTAHMIEIO 260 rinoansGymineMiero yu alHI030M, OCKLIBKH L€ CTaHH,
3a AKX 3B'A3yBanHs Ginipy6Giny, HMOBIpHO, mopymene*
0 JIKIIO BOHM MAlOTh NOKa3aHHA (abo OYiKYETBCA, IO MaTHMYTh TOKA3aHHA) N0 JiKyBaHHs
KaNbLIEM U BHYTPilIHBOBEHHOTO BBEJICHHA a0 KasbuieBMiCHUMH iH}ysisMu y 38'asky 3
PH3HKOM YTBOPEHHS NPELMITITATIE uedTpHaKCOH-KanbLicBol coi (nuB. Posninu 4.4, 4.8 ta 6.2).
* Hocmimkenns in vitro TIOKa3alH, MO UePTPHAKCOH MOKE BHTICHATH 6inipy6iH 3 #ioro micim 3B'I3yBaHHs
3 CHPOBAaTKOBHM anbOymiHOM, w0 CTBOPIOE PH3MK PO3BHTKY OimipyGiHoBOT eHuedanonarii y mux
TNALIECHTIB.
. Sxmo migokain BHKOPHCTOBYIOTE SIK PO3YHHHHUK, IEpe/] BAKOHAHHAM BHYTPIITHEOM'S30B07 iH'€K1i]
uedTpHaKCoHy HeoOXinHO TICPEKOHATHCA y Bi/ICYTHOCTI IPOTHIIOKA3aHb 10 minokainy (muB. Posmin 4.4).
HuB. indopmariio B KOPOTKIH XapakTepHcTHI JKapChKOro 3acoby s TiN0KaiHy, 0coGIHBO
IIPOTHIIOKA3aHHS.
. Pozunnu nerpuakcony, mo micrsrs JIiZI0KaiH, HIKOJH He CIIix BBOAHTH BHYTPIIITHEOBEHHO,

Oco0nRi 3acTepekenns Ta 3an06ixK
Peaxuii rinepuyransocri

Ax i npu 3acTocyBaHHi BCiX GeTa-maKTaMHEMX aHTHOIOTHKIB, TOBimOMIAIOCS Npo BHIAAKH CEpiio3HHX
PEaKIliil TinepYyTIMBOCTI, HOAI 3 JeTATbHMM HacminkoM (muB. Posmin 4.8). V pasi Tokkux peakuii
FiNepYyTIMBOCTI  3aCTOCYBaHHS uedTpHakCoHy ¢y HeraiiHo TIPDHIIMHUTH Ta BXHTH HAIEKHHX
HEBIIKJIAIHUX 32X O0JIiB. ITepen nouatkom TMKYBaHHS CITiJ BCTAHOBHTH, 9H € y NALIIEHTAa B aHAMHE3] TAKK]
peakuii rinepuyTIHBOCTI 10 uedTpuakcoHy, iHmmx uedanocnopunis a6o iHIMX THIIB Oera-nakramuux
3aco0is. Cnix 3 o6epeskHicTIO 3aCTOCOBYBATH LE(TPHAKCOH NAIEHTAM i3 HASBHICTIO B AHaMHE31 HeTSHKKOT
TiNePYyTIMBOCT 110 IHIIHX GeTa-naKTaMHHX Tiperaparis.

3apeecTpoBaHi BUNANKH TAKKHX HeGaKaHmX peakuii 3 60ky wikipu (cuuapom Crisenca-J[oucona a6o
cunzpoM Jlakenna/Tokcnynmii CIiJIepMaTBbHII HEKPOJIi3, PeaKis Ha JKapChKHit 3aci6 3 eozHHODLIICIO Ta
CHCTEMHMMH cHMIIToMaMu (DRESS-cunapom)), sixi MOXYTb OyTH HebGesneuHuMH 115t KUTTS 260 MaTH
JICTANLHUI HACIIOK; OJHAK YaCTOTA IIHX ABMII HeBinioMa (quB. Po3nin 4.8).

B3aemonis 3 nikapchbknmu 3aco6amu, mo MICTATHL KaJabIiii

Y HEJIOHONICHAX Ta JOHOMIEHWX HEMOBIAT BIKOM MeHme | Micsus ommcano BHIIAJIKH YTBOPEHHS
NPCLUHIITATIB KaNbLi€BOi coi HeTPHAKCOHY Y JIeTeHsX Ta HUPKaxX 13 JICTAILHHM HACIiKOM.
lonaitMenine oxHOMY 3 X MamienTin ne(TPHAKCOH Ta Kambiliii BBOMIH Y pi3Huif Yac Ta yepes pisui
BHYTPINIHBOBEHHI iH(Y3iiHI cHCTeMH. 3rifHO 3 HAsBHMMH HayKoOBHMH NaHHMH, HE 3apeecTPOBAHO
HIATBEP/DKCHUX — BUIAMIKIB YTBODEHHS  BHYTPIlIHBOCYAHHHHX NPEUMITITATIB, OKpIM  TaKHX y
HOBOHAPOIUKCHHX, SIKHM BBOIMIM UEe(hTPHAKCOH Ta KaIbIIEBMICHI PO3YHHH a60 Oymb-ski  immom
KaJIbIieBMICHI npenapat. Y AOCHiKeHHIX in vitro Byno mnoxasaso, mio HOBOHapO/UKEHHM 3arpoxye
NiIBHIICHHI PH3HK YTBODEHHS NPEUMINTATIE KaJBLIEBOT COJTi e TPHAKCOHY NOPIBHAHO 3 MamieHTaMu
IHIIMX BiKOBHX Ipym.

[Ipu 3acrocysanni neTpHAKCOHy mamicHTaM Oyab-sikoro Biky NpenapaT He MOXHa 3MimyBaTH abo
BBOZINTH OZTHOYACHO 3 Gy/Ib-IKMMH PO3YHHAMH JUIS BHYTPIIIHEOBEHHOT'O BBEICHHS, 0 MiCTHTE KaJbLiH,
HaBITh IIPH BUKOPHCTAHH] pisHHX iH}ysiiHnX cucTeM a6o BReICHH] NpenapatiB y pisui indyaiiiui aing
IIpote manientam Bikom Bix 28 quiB e TPHAKCOH Ta KaIbIlieBMICHi PO3YHHH MOHA BBOTHTH i
OIMH ITICJIS OJTHOTO, 33 YMOBH BBEICHHS Npenapatis yepes pisni indysiitni cucremu Yy pi3Hi Ji
abo 3aMinu uM petensHoro NPOMHBaHHS iH(Y3iHHOI cHCTEMH Mix BBEICHHSM 1IUX 3ac001B 4
COJIbOBUM PO3YHHOM, 11106 3an06irTu YTBOPEHHIO IpenHmiTary. /
[anienram, sxi noTpebyIoTh NOCTIHHMX iHY3iik KaNbIi€BMICHHX PO3YHHIB /15l TTOBHOTO i
Xapuysanns (I1T1X), mexuuni npanisumkn MOXXYTE NPU3HAYHTH albTCPHATHBHI aHTUGAK
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Mogyms 1.3 Tpiakcon (Triaxone), 1r, CTEPHILHHHA NOpPoINOK /1s PO3YMHY U8 B/M JIUIEHD
iH’ exii 2021 p.
Hedrpuakcon (v Burasyi uepTPHAKCONY HATpiI0)

Tina. Takox BBeHeHHS po3umHiB mas TMITX mosxHa NPH3YIHHATH Ha Yac iHy3if uegrpuakcony ta
NPOMHTH iH}Y3iiHI CHCTeMH Mix BBCACHHAM PO34mHIB (1uB. Po3minu 4.3,4.8,5.2126.2).
iTn

AOCHIKEHHAX 6yI10 TIOKa3aHo, mo uedTpHakcon, sK jesxi immi uedanocnopunn
Ginipy6in 3i 38’ 3Ky 3 anbOyMIHOM CHPOBAaTKH KpOBi.

e rpuakcon nporunoxasanmuii HEJIOHOLICHHUM Ta JOHOIICHUM HOBOHAPOILKEHMM, SIKHM 3aTPOKYE PH3HK
PO3BHTKY Oi1ipy6iHOBOT eHuedanonarii (mus. Posain 4.3).

IMyHOOMOCEepenKoBana remomiTHyHa aHeMmisn

Bunanku IMyHOOIIOCEPEIKOBAHOT FeMOMITHYHOT aHeMmii CIIOCTEPIraucs y MalieHTiB, aKi OTPHMYBAJIH
aHTHOaKTepianbHi 3aco6u Kiacy neganocnopusis, y Tomy gucmi uedrpuakcon (nuB. Posmin 4.8). Tsxxki
BHIAJIKH TEMOJITHYHOI aHeMii, B TOMY 4HCJI 3 JIETAThHHM HaciaKoM, 6ymu 3apeecTpoBani y mepion
JIKYBaHHS He(TPHAKCOHOM SIK Y AOpPOCIHX, TaK i y miTei.

Axmo nix wac 3acrocysamms Le(TPHAKCOHY y NalieHTa BHHHKAE aHeMisl, CIIiJ pOSrISAHYTH AiarHo3 aHeMii,
acouiiforanoi i3 3acTocyBaHHAM wuedanocnopuny, Ta NIPHIIHHUTH  3aCTOCYBaHHS uedTpuakcony no
BCTAaHOBJICHHA €TiONOTii 3aXBOPIOBaHHS..

JloBrorpusae JiKYBaHHSA

ITpn AOBTOTPpHBAIOMY  JIIKYBaHHi 1 PCTYIADHO  TIDOBOAMTH  PO3TOPHYTHH  aHai3 KpOBI,
Kouir/nagmipnuii pier neuyrannnx MiKkpoopranizmis

Bunanxu xonity ta TICCBAOMEMOPAaHO3HOr0 KOMiTY, acomifoBanmx i3 3aCTOCYBAHHAM aHTHOAKTEpiaILHEX
3acobiB, Oynu 3apeecTposani Ha T 3aCTOCyBaHHA MaiiKe BCiX aHTHOaKTepianbHuX 3aco0iB, y ToMy ymci

NIPHITHHEHHSA Tepanii nedTpHakcoHoM Ta 3aCTOCYBaHHA BiIOBIIHUX 33ac00iR npotu Clostridium difficile.
Jlikapceki 3aco6u, o NPHTHIYYIOTE NIEPHCTATBTHKY, 3aCTOCOBYBATH HE CIIijl.

SIx i npH 3acTocyBanHi iHmHXK aHTHOAKTepianbHuX 3aco6iB, MOXYTb BHHHKATH cynepindekuii, cnpuuuneni
HCYYTIMBHMH JI0 NIpenapaty MiKpoopraHisMamH.

Tssxa HupKoBa Ta nevinkosa He0CTaTHICTH

Y pasi Takkoi mHmpkoBoi Ta MEYiHKOBOI HENOCTATHOCTI PCKOMEHMOBaHUI peTenbHHH  KIiHIYHMI
MOHITOPHHT Ge3nexH Ta eheKTHBHOCT] 3aCTOCyBaHHA npenapaty (auB. Poszin 4.2),

Bouine Ha pesyabraTtn CePOJIOTiYHHX J0C/TiqKeHD

IIpu 3acrocysanni nedrpuakcony Tect Kymbea moxe faBaTH XHOHOMOSMTHBHI pesynbTath. Takosx
ne(TPHAKCOH Moxe cpHuHHATH XHOHOTIO3HTHBHI pe3ynbTaTn aHaNi3y Ha HasBHICTh ralakTO3eMi] (mB.
Po3pin 4.8).

Ilpn Bu3HaYeHHi rmokosu y cedi HeepMEHTHHMH MeTomamu MOXYTh OYTH OTpHMaHi XMGHONO3UTHBH]
PE3ybTaTH. BU3HAYeHHs IMII0KO3M B cewi miy vac Tepanii nedTpuakcoHoMm ciin poOuTH 3a mOmOMoOroI0
epmenTaTuBHMX MeToziB (nmB. Po3pin 4.8),

HasBHicts nedrpuakcony mosxe TIPH3BCCTH 10 MOMMJIKOBOT'O 3HHKCHHS PO3paxyHKOBHX 3HA4Y€HB piBHSA
TJIFOKO3H B KPOBi, OTPHMAHHX 33 JOTIOMOT'0I0 ACAKHX CHCTEM MOHITOPHHIY PiBHS I'JTIOKO3H B KpogBi. J{us.
IHCTpYKUii  moxo BUKODHCTAHHA I/ KOXHOi CHCTEMH. 3a HeoOXinHocTi cmig BHKOPHCTOBYBATH
AIbTCPHATHBHI METO/H TECTYBAHHS.

Harpiii

Tpiakcon mictuTs Hatpiii. Lle cnin BPaXOBYBATH NallieHTaM, SIKi AOTPHMYIOTHCS JUETH i3 KOHTPONLOBAHUM
BMICTOM Hatpiro.

CnekTp anTH6aKTepiaanLHO} AKTHBHOCTI

Hedrpuakcon mae obmexenmit CHCKTP aHTHOAKTepianbHOi aKTHBHOCTI | Moske OyTH Henpup
3aCTOCYBAaHHsl AK MOHOTEPAIlisi IPH JTiKYBAHHI NeBHUX THIIB indeKuii, KpimM BUMaKiB, KonwAGY
niaTBepIKenHit (uB. Posin 4.2). Y pasi nonimikpo6uux ineKuii, Ko cepen MiN03pIOE4H

€ PE3HCTEHTHI 10 nedrpHakcony MIKPOOPTaHi3mMu, crif PO3riIsHyTH 3ac‘n0cyB
aHTHOIOTHKIB.

KOH®IIEHLIIIAHO



Monyns 1.3 Tpiakcon (Triaxone), Ir, crepuannuii nopowok s PO3YMHY A5 B/M JIHTICHB
iH’exuii 2021 p.
Hedrpuakcon (v surasni uehTpHakcony HaTpiw)

3acrocyBanus Ji10KaiHy

Ilpu 3actocysanni PO3YHHY JIJOKATHY SIK PO3YHHHHKA PO349MHH He(TpHaKkCoHy ciixg 3aCTOCOBYBATH TiJIbKH
AUIs BHYTPIITHLOM'S30BHX iH'eKwiii. Pozumny Ji0KaTHy HE CITiji BBOAMTH BHYTPIIITHBOBEHHO.
Kopunokam’sina xBopo6a '

Y BUmanky sasBHOCTi Ha COHOTpaMi TiHeH CIix 3BaxHTH Ha MOXJIMBICTb YTBOPEHHS NPEIMMITATIR
KanbIieBoi  comi ueTpuakcony. 3atiHenHs, o VOMIJIKOBO  BBAKAIHCS 3KOBYHHMH KaMCHSMH,
CHIOCTEPIraucs Ha COHOIPaMax JKOBYHOMO MIXypa, i YacToTa iX BUHMKHeHHs 3pocTana IpH 3acTocyBaHHi
uepTpHakcoHy y no3i 1 r ua noby Ta Bume. Oco6muBoi obepekHoCcTi Cctip AOTPUMYBATHCA TIPU

Bunanku MIAHKPEATHTY, MOXJIMBO CHIPHYHHEH] 0OCTPYKII€0 KOBYHMX LUIAXIB, 6yan 3apCeECTPOBaHi y
NALi€HTIB, SKi OTPHMYBaIH uedrpuakcon (nus. Posmin 4.8). BinbwicTs i3 Takux manieHTin MaiH (akTopu
PH3HKY PO3BHTKY X0JIeCTasy Ta YTBOPCHHS OLTIapHOTO ClamKy, Taki K TIOTICpe/IHs 3HAYHA Teparis, TSHKKaA
XBopoba Ta noBHe NIapeHTepanbHe XapuyBanus. He MoxHa BHKJTIOYATH, IO 1HINiF0I09UM a60 10/1aTKOBHM
(axTopoM possuTKy 1BOTO NMOPYIICHHA MOXKC OYTH YTBODEHHS y >KOBUHMX LUIAXaX IIPELHIITATIB
BHACJIZIOK 3aCTOCYBaHHS uedrpuakcony,

HupkoBokxam’sna XBOpoha

obcrexenns. Pimenns mono 3aCTOCYBAHHA JIKAPCHKOrO 3aco6y malieHTaMm i3 HasBHICTIO B aHaMHe3i
HHPKOBMX KaMeHiB abo rinepkanbuiypii npuitmae JIKap, 3BAaXAIOYH Ha PE3YIBTaTH  OIHKH
CIIBBITHOIIECHHS KOPHCTB/pHU3UK B KOHKPETHOMY BHIaKy.

Peaxuisn SIipuma-Iepxcreiimepa (P

ITicns 3akinuenns JIKyBaHHSA Ue(TpHAKCOHOM Y JACSAKHX NALi€HTIB 3 iH¢eKuicro, CIIPHYHHEHOK)
CripoXeTamH, Moxe BHHMKHYTH peakilis Apuma-T'epkcreiimepa (PAT). s peakuis 3a3suuyaii NIPOXOITHTE
CaMoCTi¥HO a60 Moxke 6yTH KYIOBaHa CHMIITOMaTHIHHUM JIIKYBaHHAM. Y Pasi BAHHKHEHHS peakii Spuma-
'epkcreiimepa nikysanus aHTHOI0THKAMH IPUITHHATH He I,

Ennedanonaris

Hosinommsiiocs npo eHuedanonariio npu 3acrocyBanHi nedrpuakcony (mus. Posnin 4.8), ocobaugo y
MALIEHTIB JITHEOTO BIKY 3 TSIKKOIO HHDKOBOIO HenocratnicTio (muB. Posmin 4.2) abo posmamamu
UCHTPaNbHOI HEpBOBOI cHcTeMu. Sk HI03PIOETCS CHLe}anonaris, nos’s3ana i3 3aCTOCYBaHHAIM
uedrpuakcony (Hanpuknan, 3HwKeHHS PIBHS CBiOMOCTi, 3Mina TNCHXIYHOTO CTaHy, MIOKJIOHIs, cynomu),
CIIiZl PO3TTISHYTH MUTAHHS TIPO TIPUITHHCHHS 3aCTOCYBaHHS E(TPHAKCOHY .

HMH 32c00aMM Ta inmi Buan B3aEMOJ

Poszununnkn, mo MicrsTs KaJblii (Hanmpuknan, posumm Pinrepa a6o posuun laptmana) me cmig
BHKOPHCTOBYBATH Ui BiJHOBJICHHS nedTpHakcony y dmakonax abo s TIOZIAJIBIIIOTO  PO3BE/ICHHS
BiJTHOBIICHOTO PO3YHHY IUIS BHYTPIiLIHEOBEHHOI'O BBCIICHHS, OCKIIBKH MOXE YTBOPHTHCS TIPELIHTTITAT.
IIpeunmitarn  kanemiesoi coni LE(TPHAKCOHY TaKoxk MOXYTb  yTBOPIOBATHCA NpPH 3MilllyBaHHi
He()TPHAKCOHY 3 KasbLieBMiCHHMH PO3YHHAMH B OZHIN iHDY3iiiHiH cHcTeMi. Hedrpuakcon ne moxna
BBOZTHTH OTHOYACHO 3 PO3YMHAMH JUIg BHYTPIIIHEOBEHHOTO BBCIICHHS, 110 MICTATH KaJbLiH, y TOMy 9uchi
3 KaIBbLIEBMICHUMH DPO3YMHAMHM Jyist TPUBANMX iHQY3iH, Takumu sk PO3YMHM IUIs1 MapeHTepasbHOro
XapayBaHHA, 3a J0NOMOrol Y-momiGHoOi cucTemy. Onnax ycim NauieHTam, Kpim HOBOHAPOIKEHHX,

CyMicre 3acrocysanus TIpenapary i3 nepopansHHMH AHTHKOAryJISHTAMH MOXE [0
AHTAroHICTY Bitaminy K Ta PH3HK  KpoBoTcui. Pexomenayetscs wacro nepesip§
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Moayns 1.3 Tpiakcon (Triaxone), 1Ir, CTEPHILHHE MOpoIIoK an PO3YMHY 715 B/M JHIICHL
in’exuiii 2021 p.
Hedrpnakcon (v Burasui uehTpuakcony HaTpiio)

HOPMaJli30BaHe CMiBBiAHONICHHS (MHC) Ta Hanexxnum umngom KOPEryBaTH 103y aHTAroHicTa BiTaminy K
AK N 4ac, TaK i micns repani uedrpuakcorom (aus. Posnin 4.8).

Ienyrots cynepewmmsi nani UIONI0 NOTCHIUHHOIO TOCHIICHHS TOKCHYHOIO BIUIMBY aMIiHOITIIKO3HIIB Ha
HHPKH 1pH iX 3acTocyBanHi pasom i3 nedanocnopunamu. Y Taxmx BUNANKAX CIJ  PETENIbHO
AOTPHMYBATHCS PEKOMEHIAI i3 MOHITOPHHTY PiBHS aMiHOITKO3H /B (Ta dynKuii Hupok) y kriniymiii
IIPAKTHILI.

Y nocnmimxenui in vitro TPH  3aCTOCYBaHHi xyopamdenikomy Y KoMmGinauii 3 uedrpuakconom
CIIOCTEPirainucs aHTaroHicTHYHi edexrn. Kniniuna 3HAYYIIICTh IHX AaHHX HEBinoMa.

He Gyno 3apeecrposano BHIIAZIKIB B3aEMOJIT Mix 1e(TPHAKCOHOM i KaslbIieBMiCHIMH npenaparaMu 1is

[Topymens ¢ymxnii HHPOK HE chocTepiranocs micis CYNYTHBOTO 3aCTOCYBAaHHS BENHMKHX 103
nedTpHakcoHy i noTyxHux AlypeTHKiB (HanpHkaj, dypoceminy).
Onmuouacre sacTocysanns NPOOCHENUIY He 3HHKYE BUBSICHHS uedTpHakcony,

TNIEPEBAKAE HAJT PH3HKOM.
ConyBauns 10 -
Ledrprakcon B HuzbKHX KOHLEHTPALLISIX IIPOHHKAE Y TPy/IHE MOJIOKO, O/THAK Y pasi 3aCTOCYBaHHs e TpHaKCOHY B
TCPANCBTHIHMX 103aX KOMHHX e(eKTiB Ha AITeH, sKi nepebyBaoTs Ha TPYZTHOMY BHTOZIOBYBAHHI, HE OYiKyeThCs.

DepruabuicTs

Jocnimxenns penponykuii ne TPO/ICMOHCTPYBAH JKOIHHX O3HAK HECTIPHATIMBOIO BIUIMBY Ha (DepPTHIBHICTE
YOJIOBIKIB 260 3KIHOK.

4.8 - Hobiuni peakuii

Hebaxannmu peakuisvm ua e TPHAKCOH, 1po sKi HaifyacTimme TNOBIIOMIISIIOCS, € Co3HHOMIIA, Nejikon
TpoMOOLHTONEHIs, Miapes, BUCHT § 30UIBIICHHS PIBHIB MEYiHKOBHX dhepMenTiB.

Haui nns Busnauenns wacrory HPIT (nebaxkana peaxuis Ha npenapar) ms uedrpuakc
PE3YJIBTATI KIHIYHUX OCTi ke D,

3a wacroroio peakuii KJIaCH(DIKOBaHI TAKHM YHHOM:

Paprma
Naa L‘ﬁ)

KOH®IIEHLIITHO



Monayns 1.3

Tpiaxcon (Triaxone), 1r,

CTCPHILHHI MOPOIOK s PO3YMHY 17151 B/M
in’exiii

JHIICHS
2021 p.

HedTpuakcon (v surasai uedrpuaxcony HaTpilo)

. Hyxe wacro (> 1/10)

. Yacro (Big > 1/100 no < 1/10)

8 Hewacro (Bin> 1/1000 no < 1/100)

. Pinxo (Big > 1/10000 no < 1/1 000)

v Hesinomo (yactora ne moxce OyTn oniHena 3a HasBHUMK JAaHHMH)

CHeremno- Yacro Heuacro IPixko Hesinomo® |

OpPraHHHl KJac

Hekuii Ta inBasij

IHDekIis

['enitansna rpubkosafllceBomembpa-

HO3HHUIT KomiT

Cynepingekuis®

3 60Ky kpoBi Ta
miMbaTnanoi
CHCTEMU

Eosunodinis
Uleiikonenis

["panynouuronenis
IAnemis

TpomGormronenis

Koarynonaris

["eMoliTHYHA aneMmisg®
IATpaHyIOnHTO3

3 Boky imMyHHO]
CHCTEMH

AHa(inakTHIHMI MoK
AHadinakTHuHa peakiis
AHadinakToinHa peaxuis
[linBumena gy TnusicTs?
Peaknis Spuma-

KOHO®IJIEHIIIHO

["epkcreiimepa®

3 OoKy HepBOBOj ["onoBHMii 6ib Ennedanonaris Cynomu

CHCTEMH 3anamopouenns

3 0oxy oprauis Beprturo

CITyXy

1abipuHTY

3 60Ky auxambHOi bpoHxocnasm

CHCTEMH, I'DYyIHOI

KJIITKH T

CEepPEOCTIHHA

3 Goky muryrKoBo-liapes® Hynora [TankpeaTnt®

[KHIIKOBOTO Pinki bmoBanHs Cromatut

aKTy BUITOPOKHEHHS [“nocur

3 Goky neuinku Tallineumenns Ocan B xoBuHOMY MixypiP®

PKOBYOBHBIZIHMX  [DIBHS NEYiHKOBHX Kepnikrepyc

UIAXiB bepmenTiB [CenaTut®
XonecraTHunmit renatut®®

3 Ooky uikipnu HCHII CepOix Kpomue’suka  (Cunzpom Crigenca-

i K pHAX JIkoHCOHA®

TKaHHH Toxcnunmii eninepmansnuii
HeKpoJTi3®
Mynstudopmua epurema
CocTpuii  renepanizosanmii
CK3aHTEMaTO3HMH

TyCTYJb03

Peakuis Ha ikapcekmii 3aci6
3 co3uHO(IIiEI0 Ta
CHCTCMHHUMH

CHMIITOMaMH




Moayns 1.3 Tpiakcon (Triaxone), 1r, CTEPHILHUI MOPOINOK 115 PO3UHHY 115t B/M JIMIIEHB
in’ekuii 2021 p.
HedTpuakcon (y Burasai uedTpHaKCOHY HATpiI0)

ﬂoxy HUPOK T4, ['emaTypis Onirypis

ICEYOBMBITHHX ["niko3ypis Ocan B Hupkax (o6opoTHOro)

I1ISX 1B Xapakrepy)

3aranbhi posnajiu Dnebit Habpsix

Ta peakiii B Micii bine B Mmicuwi in’exuiilO3no06

BBEJICHHS [Tipekcis

JlaGopatopni  Ta| [Tinsumennss  pisus XHOHOTIO3HTHRHA npo6al

IHCTPYMEHTABHI PCATHHIHY B KPOBi [Kymb6ca®

1aH1 XHOHOMO3HTHBHHI TecT Ha)
rajaKkTo3eMiio®
XMOHONO3UTHRHI
[Pe3yJILTaTH
He(epMEHTATHBHHX METO/IiB|

BH3HAYECHHSA TITIOK031P

* I'pyHTyr0THCS Ha NOCTMAPKETHHTOBIX noBifoMIeHHAX. OCKiIbKH iH(pOpMantisi 11po 1i peakuii HanCHIACTECS
NOBPOBITBHO 1 cToCyeThCH NOTYJIALIT HEBH3HAYEHOTO PO3MIpy, HEMOXIHBO JIOCTOBIPHO OILHHTH iX
4acToTy. ¥ 3B'I3KY 3 LIMM YaCTOTa BU3HAYAECTHCS 5K HEBiJIoMa.

b ITus. posnin 4.4.

¢ 3a3Buyali MaB 3BOPOTHHMIA XapaKTep Micias BiAMIiHU e TpHAKCOHY.

Onuc oxkpemux moGiynmx peakuiii

Indexuii Ta inBaszii

ToBinomienns npo niapero micys 3aCTOCYBaHHs LE(TPHAKCOHY MOKYTE GyTH moB's3ani 3 Clostridium difficile.
Y TaKux BUNaJKax HEOOXiTHO BEOIHTH OCTATHI KUIbKOCTI Pifiny i enexporiTis (mus. Po3nin 4.4).
IpenuniraTa kansuiesoi couti e TpHAKCORY

¥ neperyacHo HapOPKEHHX i TOHOMICHMX HOBOHApO/DKEHHX Aiteii (y Biwti <28 nuiB), sixi OTPHMYBAIH JTIKYBaHHs
LE(TPHAKCOHOM 1 KalbLieM BHYTPILIHLOBEHHO, Y PiIKHX BHIIAIKaX PCECTPYBAIM TSDKKI Ta, iHOJ, JeTanbHi
HebaxaHi peakuii. ITpeunmitaTy KanblieBoi com nedrpuakcony Oymu BusBneHi B neredsx i HHPKax IpH
ayrorcii. Bucokuit pusuk YTBOPCHH: OCally y HOBOHAPOIDKCHHX € PE3yJIBTATOM MAJOro 00’eMy KpoBi i
TPHMBATIIIOrO NEPiOAY HAMIBBHBCICHHS Ue(TPHAKCOHY Y TOPIBHSHHI 3 JOPOCITHMK (muB. Po3ninn 4.3,4.41a 5.2).
Tosinomisanocs npo Bumagku NPELMITITAL[T B CEYOBHBITHMX LISXaX, Hacammepen, y JiTeH, siki oTpuMyBaIH
e TPHAKCOH Y BHCOKHX JOGOBHX 032X (Hanpuknan > 80 mr/kr/no6y a6o CYMAapHHX J103aX, 1110 NIePEBUIILYBAIH
10 rpamiB) Ta npu HasBHOCTI iHumMX (hakropis pu3MKy (HanmpHKIan O6MeKeHHs CTIOXKHBAHHS PiIMHH a60
TNOCTUIBHMIT pexuM). Lleit cTan Mosxke MaTH KJIiHI9HI 1PosiBH a6o GyTw OescummToMEnM, MosKe IIPU3BECTH JI0
HHUPKOBOI HEIOCTATHOCTI 1 aHYDii Ta 3HUKAIOTD MmiCIs BiZIMiHH 1iegTpuakcony (muB. Posmin 4.4).

permmnitar kanbuiesoi coni LEDTPHAKCOHY B JKOBYHOMY MIXypi criocrepirascs, HacamInepesl, y naiieHTiB, sKi
OTPHMYBAJH JI03H BHILE PEKOMEHIOBAHO] CTaHRapTHOI J103u. IIpocreKTHBHI MOCTiDKEHEs TToKasamy pi3Hy
9acToty (opMyBaHHs ocamy y jiTeif TIpH  BHYTPILIHLOBEHHOMY BBEACHHI — Gitbme 30 % g JIEAKHX
JOCTiDKeHHAX . Bumnaxu (opmyBanms ocay PCECTPYIOTLCA Pifiiie IPH NOBLNBHil iHy3ii (20-30 xBuimn). Iei
CTaH 3a3BHYaii € Ge3CHMITOMHNM, arte B PIIKICHHX BHTIajKax YTBOPCHHS 0CaJTy CYNIPOBODKYBANOCH KITIHIJHUMH
CHMITOMaMH, TaKHMH 5K Gilb, Hynota i Gmopanus. YV IHX BHNAKax PEKOMCHYEThCS CHMOTOMATHYHE

JiKyBanHs. DopMyBaHHS ocany, SK NpaBHJIO, IiC/IsA BIAMIHH Ue(TPHAKCOHY Mae 0GOPOTHMIA Xapakrep (aus.
Posnin 4.4),

Meanynnx npanisunkis npocsits nos 03pI0BaHi nooiuni
Minposnin bapmakonarasay ra BHPOOiB MeINYHOr0 NpU3HaYeHHs
Bimnin nikapcekux 3aco6ip — MinicrepeTBo oxoponn 3n0pos's OAE
lapsga ninia: 80011111

Email: pv@mol.iap.gov‘ae

ITomroBa ckpunska: 1853, ly6ai, OAE

KOH®IJIEHIIITHO



Mogyns 1.3 Tpiaxcon (Triaxone), Ir, cTepuiIbHUIT MOpomok 115 PO3YHHY V1% B/M JIMTIEHB
i’ exuii 2021 p.
HedTpuakcon (y Buraani uedrpuakcony HaTpio)

IIpu nepenosysanmi MOXYTh BHHHKHYTH TaKi CHMIITOMH SIK HY/OTa, GIIIOBAHHS Ta miapes. Konuentpaigiio
IC()TPHAKCOHY HE MOXHA 3MCHIIMTH 3a AOHIOMOTOI0  remMomianisy abo MepHTOHEAILHOTO Jiama3y.
Cnermdiunoro aHTHA0TY Hemae. JTiKyBaHHs Iepen03yBaH s MOBHHHO OyTn cuMnToMaTHYHMM.

. ODAPMAKOJIOTTYHI BAACTUBOCTI

J- S bapMakonuuamiumi BJIACTHBOCT

®apmakorepaneBTHYHA rpyna: AxtubakrepianbHi  3acobum s CHCTEMHOTO  3aCTOCYBaHHS,
Le(haNOCIIOPHEH TPETHOTO TIOKOJIiHHS,
Kon ATX: JO1DD04.

e

Mexanizm jii

[ledrpuakcon  inribye cumres KITHHHOT  CTiHKM Oakrepii 3 mnomansmM TIDHEHAHHAM 10

TICHINUMHASB A3y109uX Ginkis (I13B). Ile TIPU3BOMTE 10 TNICPEPHBAHHA GiOCHHTE3y KINTHHHOI CTIHKH
(menTumoriKaHy) Ta cHpHYMHIOE mi3HC | 3arubens GakTepiambHOT KIiTHH,

Pesucrenthicrs

Baxrepiansha pesucrenTsicts 10 uedTprakcony Moxe possuBaTHCS BHACJIZIOK Jii OHOTO aGo MeKiTbKox
MEXaHI3MiB;

* riapori3 Gera-nakramazamu, Y ToMy 4ucni 6eTa-nakraMazamu pO3tmHpeHoro cnektpa (BJIPC), kap6anenemamu
1 pepmentamu Amp C, sixi MOXYTb NpOayKyBatucs abo Gyru cTabitbHO ACPENPECOBAaHUMH B OKPEMUX
ACpOOHMX IDaMHETaTHBHHX BHIAX Gaxrepiii;

* 3HWKCHHA CIIOPiZIHEHOCTI TNEHILMTIH3B A3yI0unX GLIKIB 110 uedTpHaKcoHy;

* HCMPOHMKHICTh 30BHIMIHEO] MEMOPAHH Y IPAMHETaTHBHIX MIKpPOOpPraHi3MiB;

* Dakrepianbhmii epmokchuii Hacoc,

I'panuyni 3nayenns IIPH BU3HAYEHHI YVTJIHBOCTI

I'panuuni 3navenns n1s mimiMaisHOl iHrifylouoi KoHIEHTpawii (MIK) Busnaueni €Bponeciichkum
KOMITETOM 3 TECTYBaHHS aHTUMIKPOOHOT uyTIHBOCT (EUCAST):

Martoren ]Menm possenens (MIK, mr/i)
Uyransuii PesucrenTHumit
Enterobacteriaceae <1 > 2
Staphylococcus spp. . a.
Streptococcus spp. (rpymu A, B,CiQG) ; 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 1oB’si3ani 3 Bunamu =ik > 2

a. BHCHOBOK 11po uyT/mBicTs 3poGIIEHO Ha OCHOBI YYTIHBOCTI 10 1e(OKCHTHHY.

b. BucHoBok npo uytnusicTs 3po6JICHO Ha OCHOBI YUY TIHBOCTI 10 MICHILHTIHY,

¢. Pinko BuHMKaloTH i307158TH 3 MIK, mo TICPCBHIYE I'PAaHHYHI 3HAYCHHS YYTIHBOCTI. Slkmo Take

CHIOCTEPIraeThes, CIiJl MPOBeCTH TIOBTOPHE TECTyBaHHA, a y pa3i MiATBEpPIKCHHA — BiINPAaBUTH y

pedepenTHy naGoparopiio.

d. I'pannuni 3Havenns CTOCYIOTECA 1000BOT BHYTPIMIHBOBCHHOT 103 1 T x | Ta BHCOKOI 103U

ImoHaiMeHme 2rx 1,
Kainiyna edexrupuicts mono oxpemux NATOreHiB : —
Tonmpenicts HaGyToi pesrcTeHTHOCT MOYKE 3MIHIOBATHCSA 3aJIEXKHO Bill reorpagiqHoro periony
BUIIB — 3 TUIMHOM HuacoM, TOMy JOCTYNHICTh MicLeBoi indopmartii BiHOCHO PE3UCTEHTHOCH
JIKYBaHH] TSDKKMX inexwuii, € Gaxanoro, Sxio Micuera NOLIMPEHICTH PE3UCTEHTHOCT] Tax
e TpHaKCOHy, moHaiMeHLIe s JACAKHMX BHIIB H(EKLI, € cyMHiBHOIO, cJ1ixt 3BEPHYTHCS JI0 ¢

KOH®INEHUIHHO



Mopayns 1.3 Tpiaxcon (Triaxone), 1r, CTEPHILHHI HOPOLIOK Ais PO3YHHY 11s B/M

in’exuii
Hedrpuakcon (y Burasai uepTpHaKcoHy HaTpiK)

'
o
5

JIHIIEHE
2021 p.

Yyrnusi Buan

I'pamnosuTysHi aepobu

Staphylococcus aureus (MeTHIDLT Yy T BT
Koarynasouerarusni craginoxoxu (MeTHIMIIHY Y TIIHB; ) £
Streptococcus pyogenes (rpyna A)
Streptococcus agalactiae (rpyma B)
Streptococcus pneumoniae

Streptococci rpynu Viridans

I'pamueraryshi aepo6u

Bonelia burgdorferi

Haemophilus influenzae

Haemophilus parainfluenzae

Moraxella catanfialis

Neisseria gonorrhoea

Neisseria meningitidis

Proteus mirabilis

Providencia spp

Treponema pallidum

Buju, naGyra pesncrenTHicTs sxnx Mo:ke DYTH ITpodJieMoro

I'pamnosutusni aepobu
Staphylococcus epidermidis*
Staphylococcus haemolyticus*
Staphylococcus hominis®
I'pamBeratusni acpotu
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli”

Klebsiella pneumoniae®
Klebsiella oxytoca™
Morganella morganii
Proteus vulgaris

Serratia marcescens
Anaepobu

Bacteroides spp.
Fusobacterium spp.
Peptostreptococcus spp.
Clostridium perfringens

3a npupoznoio pesncrenTai OprasisMu

I'pamnosutueHi aepobu

Enterococcus spp.
Listeria monocytogenes

I"pamuerarugHi aepobu

Acinetobacter baumannii
Pseudomonas aeruginosa
Stenotrophomonas maltophilia
AHaepobu

Clostridium difficile
Tr:

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

£ Bei pesucrenTsi 110 METHIHIIIHY CTadiIOKOKH € PE3HCTEHTHUM 10 e TpHakcony.

KOH®IJIEHILIIHHO




Moayns 1.3 Tpiakcon (Triaxone), Ir, CTEPHILHHI NOPOILOK /119 PO3YHHY 115 B/M JIMIICHL
i’ exuii 2021 p.
Hedrpuakcon (v Burasni uedTpHakcoHy HaTpio)

" Koedinientn pesucrenmocti >50 % IIOHAMMEHIIIE B OZHOMY perioui.
* Llramu, mo nposykyioTs BJIPC, 3aBkmu pesucrenTni

BeMokTyBanns

Buyrpimnsom’sizoso
[Ticis BHYTPIMHEOM'S30B0 iH'exyii Cepe/iHi MIKOBI piBHi IeTPHAKCOHY B TUIa3Mi KPOBi CTAHORJISTE O1m3BK0

AOCATAETLCA Yepe3 2—3 TOMHH TICIIS BBEICHHS.
IInoma nix xpusoio 3anexwocti «KOHLICHTpAllil B IUIa3Mi — 9acy Tmicis BHYTDIIIHBOM'S30BOTO  BBE/EHHS
CKBIBAJICHTHA Tilf, 10 CIIOCTCpPITaeThes micis BHYTDIIIHLOBEHHOTO BBCCHHS EKBIBAICHTHO] T03H.

Poznosin

Ob'em posnoniny nedrpuakcony cranosuts 7-12 1. Konnentpaui, sxi 3uauno NIEPEBUIYIOTE MIHIMATBHI
IHri0y109i  KOHUeHTpawii 115 Ginbimocti AKTyallbHHX TIaTOICHIB, BHABISIOTECS B TKAHHHAX Opraismy,
BKIIFOYAK0YH JIET€Hi, CEpIIE, KOBYH] MUIAXW/IEYIHKY, MATJATHKH, Cepe/He BYXO 1 CITM30BY 060JIOHKY HOCa, KiCTKH

1 CIMHHOMO3KOBY pimuHy, TUICBPAbHY DPiIMHY, CeKper TNEpeIMIXypoBOi 3a7103H | CHHOBIaNbHy pifHHY.
IlimBmienns cepenHsoi mikoBoi KOHIIeHTpalii B miasmi Ha 8—15 % (Coax) BUSBIISIETECS TIDH TIOBTOPHOMY
BBC/ICHHI; CTaH DIBHOBATM JIOCSTAETHCS B GLIBLIOCT] BUNAJIKIB MPOTSIoM 48—72 romms 3aexHo BiJl LLUIIXY
BBEJICHHSI.

IlponnkHenns B oxpemi Tkanuun

Iedrpuakcon nponukae B MO3KOBI 000110HKH. TIPOHUKHEHHS € HaGITbIIHM TIpH 3anajleHHi 000JI0HOK.
Cepenni mikosi KOHICHTpAL] Ne(TPHAKCOHY B CHHHHOMO3KOBIit PiMHI Y MaiieHTiB 3 OakTepianbaum
MEHIHTITOM CTAaHOBIATH 110 25 % MIa3MOBOTO PIBHA B NIOPiBHAHHI 3 2 % NIa3MOBOToO PIBHA Y NallieHTIB 3
obononkamu 6e3 sananenns. ITik KOHIEHTpaii nehTpHaKCOHy B CIHHHOMO3KOBIii PUIMHI J0CSAraeThes
npuOIH3HO 4epes 4—6 romuH micis BHYTPINIHBOBEHHO! iH'eKiii., Hedrpuaxcon npounkae uepes
IUTaneHTapHuit 6ap'ep i BUALIIETHCS B TPYZIHE MOJIOKO B HU3bKHX KOHIECHTpawisix (8. Posmin 4.6).
3B's3yBanHs 3 Ginkamu -
Ledrpuakcon oboporHo 3B'A3YETBCA 3 AILOYMiHOM. 3B'A3yBaHHs 3 GiNKAMH IJ1a3MH CTAHOBHTE Om3bK0
95 % npu kOHUeHTpaNii B m1asMmi Hicae 100 Mr/. 3B'A3yBaHHA € HaKOTMMYYBANBHIM, 2 3B'S3aHA YaCTHHA
SMCHIIYETECS 31 3POCTAHHAM KOHIECHTpAL] (10 85 % npu koHuEeHTpaNi B masmi 300 Mr/i).
Biotpancdopmanis

Ledrpuakcon e MeTalboIli3yeThCsi CHCTEMHO, a TIEPETBOPIOETLCA KHILKOBOIO (hIIOPOKO HA HEAKTHBHI
MeTaboITiTH.

Busenenns

IInasMoBHit Kitipenc 3aransHoro e TpHaKcoy (3B'S3aHOrO i HE3B'13aHOT0) CTAaHOBHTEH 10-22 MIT/XB. Hupxosuii
KIIPEHC CTaHOBUTH 5—12 M/xs. S0-60 % UC(TPHAKCOHY BHBONHTHECSH Y HE3MIHCHOMY BHIJISZI 3 cevelo, B
OCHOBHOMY LIIIXOM KiIy6OuKOBOi (inkTpanii, B Toit wac sx 40—50 % BUBOIMTHCS B HE3MIHEHOMY BTSN 3
K0B40. Ilepion HaniBBUBEICH S 3araTBHOrO e TPHAKCORY Y I0POCITHX CTAHOBHTE GIH3EKO 8 TOJIHH.

HanienTy 3 nopyimenoro GbyuKmicio HUpok a6o neyinkn

Y NauieHTiB 3 HUPKOBOIO A60 NMEUIHKOBOM0 AauchyrKiiero hapMakokineTHka HEHTPHAKCOHY 3MIHIOETBCS TLIBKH
MIHIMAITLHO 3 JIETIO TPHBATIILIHM TePiOJIOM HATIBBHBEICHHS (MEHIIIE HIK B 2 Pa3sn), HABITH Y MALEHTIB 3 TSHKKHMY |
TNIOPYIIEHHsAMH (YHKIIT HUPOK,

Bimnocso Hepemike 36Gimbmrenms TEPIOJy HaNiBBUBENEHHS IIpH HUPKOBIH HEJIOCTATHOCTI  MOSICHIOETHCS
KOMIICHCATODHHM NPHCKOPEHHAM T103aHHPKOBOTO KIIPEHCY B PE3yNbTATi 3HIDKCHHS 3B'A3yBaHHsA OilKa |
BIITIOBITHOIO 361TBIICHHS TIO3aHHPKOBOTO KIIPEHCY 3arajIbHOro ueTpHaKcoHy.

Y mauienTis 3 nopymenoro dyHkuicro neinxu TCpioN HaTIIBBUBE/ICHHS e TPHAKCOHY He 36LIBIIYETRCS Y 3B'3Ky
3 KOMIICHCATOPHIM NPHCKOPEHHSM HUPKOBOIO Kripency. Ile Takox noB's3aHo 3i 36iIbIIeHEM ¥y TUIa3Mi BURRHOT
$paxiii nedrpuakcony, mo CIPHAE TIAPATIOKCATBHOMY TIPHCKOPEHHIO 3arambHOro KIPEHCY TIpenapary
30UIBIIEHHIM 06’ eMy PO3NOLTY NapanensHo 3aralbHOMY KJTIPEHCY. '
Jlronm nitneoro Biky

V mopeii BikoM nonan 75 POKIB cepeHiii nepion HAIIBBUBEICHHSI, SIK TIPABHIIO, Y IIBa-TpH p
MOJIOZIHX JOPOCIIHX.

KOH®IAEHIINHO



Monyns 1.3 Tpiakcon (Triaxone), Ir, crepuianumii MOPOIIOK 1N PO3YHHY 1718 B/M JIUIIEHD
iH’exnii 2021 p.
Hedrpuakcon (y Burasni uedTpHaKcony HaTpio)

Uitn

Y HOBOHAPOHKEHHUX Tepioz HalIBBHBE/ICHHS! 1) TPHAKCOHY TNOZIOBXKYETBCS. Y nitei BikoM 10 14 nmis PpiBHI
BUIBHOTO UCPTPHAKCOHY MOKYTH A0MATKOBO 30UIBIIYBATHCS 33 HASBHOCTI TAKMX (haxTopis, sx 3HIDKCHHS
KITy60ukoBOi (inbTpanii Ta TIOpYIIICHHS 3B'I3yBaHHS 3 Oumkamu. V CTapIHX JITEH Nnepio HamiBBUBENCHHS
KOPOTILINH, HDK Y HOBOHAPOIIKEHHMX i JOPOCITHX.

[InasmoBuii kipenc i 06'em PO3MOJITY 3aralbHOro e TPHAKCOHY Y HOBOHAPO/PKEHNX, JTiTeil TPYHOTO BIKY 1
CTapIInX JTCH Gimbumii, Hixk y JIOPOCIHX,

Jliniiinicrs/neniniiimicTs

uedTpuakcony.
DapmakoxineTHunnii/hapmaro HHAMIYHHH 3B'930K

Ak 1 B inmmx Gera-nakramis, (hapmakoKiHeTHIHMI-bapMaKoHHAMIYHHiE IHJIEKC, IO JIEMOHCTpYE Haifkparnry
KOPEJAIIO 3 eeKTHBHICTIO i1 Vivo, sBIse coboro BIICOTOK iHTepBainy J03YBaHHA, IIPH SKOMY HE3B'I3aHa
KOHLICHTPALliA 3AIHIIAETHCS BHINE MiHIMATEHOT 1Hri6y10490i KoHUEHTpari (MIK) nedrprakcony mwis OKPEMHX
LUTBOBHX BHJIIB (To6T0 % T > MIK).

5.3 - Jokniniyxi nani 3 Ge3nexn

Hassui nani pocmimxens ma TBapHHaXx, IOKa3aiy, IO BHCOKI JI0O3H KAIbILEBOI comi uedrpuakcony
TIPU3BOJIMIIA 10 YTBOPEHHA KaMEHIB Ta OCajiB Y HOBYHOMY MiXypi cOGaK Ta MaBm, sIKi BHABMIMCS

KOH®IJIEHLIIHO



Mojayns 1.3 Tpiakcon (Triaxone), Ir, CTEPHILHHI NOPOWIOK /ISl PO3YMHY IS B/M JMIIeHb
in’exuiii 2021 p.
Hedrpuakcon (v Burasni uedrpuakcony HaTpi)

6.1 Homomizni pevosus

Hemae

62 85 cymicaior

Hedrprakcon ne cymicmii 3 aMCAKPHHOM, BAHKOMILIMHOM, ()ITyKOHA30/10M | aMIHOTTHIKO3HIAMH.
Pozurny, mo micrsms Ue(TPHAKCOH, HE CIIiA 3MilyBaTH a60 OIABATH IO IHIIMX IperiapartiB, 3a BHHSTKOM

yTBOpeHns ocany. Llegrprakcon He MosxHa aMimysatv abo BBOJTHTH O/IHOYACHO 3 K&/IBLIEBMICHIMH PO3YHHAMH,
BIOIOSAIOH 3aralibHE NapeHTepabHe XapuyBanHs (s, Posim 42,43,44 a4 ).

SIKIo Npu3HaYeHo NikyBaHHs 1edTpHakcoHy B koMGiHawii 3 iHmIM aHTHOIOTHKOM, BBEICHHS HE IIOBHHHO
BiIGyBaTHCS B O{HOMY IIIpPHL| 260 B OHOMY iH(]Y3iHHOMY po3qmHi.

et nikapcekwii 3aci6 me cin 3MILIYBATH 3 HITHMH JTiKapCHKUMH 3acobami, KpiM 3a3HadeHnx y Posjini

6.6.

6.3 Tepmin npuaarnocri

36 MicAIiB 3 1aTH BUrOTOBNEHHS.

Ximiuna Ta ¢isuyna cTaGimbHicTs mMix wac BHKOPHCTAHHS BIAHOBJICHOTO JiKapCHKOTO 3aco0y Oyna
TIPOZACMOHCTPOBAaHA MPOTATOM IIOHAWMEHIIe 6 TOAMH IIpH  KIMHaTHIH TeMIepatypi 1a 24 roauH B
XONOAMIBHUKY (TIpH TeMnepatypi 2-8 °C)

3 Mikpo6ionoriuHoi ToukH 30py HPOAYKT CJIiJi BAKOPHCTOBYBATH HeraifHo. SIKIo He BUKOPHCTOBYETHCH
HETralHoO, Yac Ta yMOBH 36epiranHs 10 BHKOPHCTAaHHS € BiANOBIIANBHICTIO KOPHCTYBAYA Ta HE TOBHHH]
TPHBAaTH JOBLIC Jacy, 3a3HAYEHOTO BHIIE, /IS 3a6e3MeYeH s XiMiunoi Ta diznunoi cTabinsHOCTI M Yac
BHKOPHCTAHHS.

OcobuBi 3an06ikHi 3aX00H 11

36epirati mpu Temnepatypi muxue 30 °C. B 3aXHIICHOMY BiJl CBITJIA Ta Tera Micl.
6.5 Tun 1a BMicT yIaKoBKy

Cxnanuit piakon USP THITY I, i3 Ipo3oporo ckia, 3akpHTHik TYMOBHM KOPKOM 3 BiIPHBHOIO AJIIOMiHI€BOIO
HaKJIaZIKO}0, 3 APYKORAHOIO e€THKETKOIO, OAHH (IIaKOH Ta O/Ha amilyJia 3 pO3YHHHHKOM (3,5 MJ1), ynakopaHsi
B ZPyKOBaHy KapTOHHY KOPOOKy pasoM 3 iHhOpMaLiifHuM JTHCTKOM.

Cuenianbi 3axonu deznexu npu YTHIi3a1il 72 inmomy

Incrpyknii 3 BHKODHCTAHHS

Binsosneni posuunm 36epiraroTs ¢isnuny Ta XimMiudy crabinsHicTs NIPOTATOM LIOHaHMeHIe 6 TOMUH 3a
KIMHATHOI TeMneparypn Ta 24 TonuH B XONONMILHUKY (NpH Temmepatypi 2-8 °C). Onnak, sx npasuno,
PO3YHHH CIIiJl BHKOPHCTOBYBATH BI/Ipa3sy MiCJisi IPUTOTYBAHHS.

IIOBOKCHH

Tpiakcon (Triaxone), 1r, mopowmok st Po3YHHY 115t in’ exnii
HAnst BHYTpilIHLOM 130807 iR’ exuii

1 r Tpiakcony posunauTH y 3,5 M1 1 % pozuuny Jifokainy rinpoxnopuny. Posuus ciix BBOJMTH IUIAXOM
rIuboKoi BHYTPIIHEOM 130807 iH’ €Ki, Ho3n, mo nepesuntyiors 1 1, cin PO3JLTHTH Ta BBOJHUTH Y Giskin
HIXK OJIHY AUISAHKY.

Tpiakcon me caix smimysatu B OHOMY WNpHIi 3 OyAL-AKHM npenapaTom, okpimM 1% posuuny Jinoxain
(THWIe 11 BHYTPIiIHEOM’ 5130807 in’excmii).

KOH®IJIEHIIITHO




Moayns 1.3 Tpiakcon (Triaxone), 1r, cTepuabHuii nopomox s PO3YHHY /17151 B/M JIMNEHb
in’ exuiii 2021 p.
Ledrpuakcon (y urasai uedTpHAKCOHY HaTpii0)

Bynb-axi HeBukopucrani sammmxn a6o BIIXOM MOBHHHI GyTH yTmiizosami BIAMOBIHO 710 MiclieBux
BHMOT.

BJIACHUK PEECTPALIMHOTO MIOCBITUEHHS
lang ®dapmacriorikan Inpactpis - [ixymsdap

Hirnara, Earport Crpir, Pac Anp Xaiima - O6’ennani ApaGeski Emipatn
I1.O. Boke 997/

Gulf Pharmaceutical Industries - Julphar

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

P.O. Box 997

Ten.: (9717) 2 461 461

®akc: (9717) 2 462 462

JATA PEECTPAIII/MIOAOBK
28 Yepeua 1998

10. JATA OCTAHHBOI'O NEPELSIAY

15 Jlunns 2021

EHHA PECCTPALIIIHOI'O MOCBIIYEHHS

KOH®IJIEHLIIITHO
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IHOOPMALIIS JIJ1S TTALIIEHTA

T'piakcon
(Triaxone)

CrepuibHuii nopomox aas Po3uMHy 1uist in’exuiii  Iedrpnaxcon (y BuTISIAt uepTPHAKCOHY HATPII0)

VBaxkuo npounraiite wueii JTHCTOK-BKJIAAKY B NOBHOMY 06cs3i, mepm mix BHKOPHCTOBYBATH IIeii
JiKapCLKHMii 3aCi0, 0CKiAbKH BiH MicTHTE BaXJIMBY /Uisi Bac iHdopmarriro.

- 36epiraiite neii indopmaniitamii mucTok. Bam MOXe 3HaIOOUTHCh IPOYHTATH HOTO Ime pas.

- SIxmo y Bac € 6yap-siki ignmi SANHMTAHHS, MIOCTABTE X BAIIOMY JKapio, $apmanesTy un Meacectpi.

- Leit npenapar 6ys npusnayenuii mume pam. He nepenagaiire iioro inumm oco6am. Bin Moxe HAIIKOUTH
IM, HaBiTh SKIO IX CHMITOMHU 3aXBOPIOBAHHS TaKi X, K y Bac.

- SIKIO y Bac BUHUKIH 6y b-siki nOGiuHi PeaKiii, 3BepHITHCA 210 BawIoro jiikaps, apmarnera abo mencecTpn.
Lle cTocyeTbes Gy mb-aKHX MOKIHBHX NOOIYHMX peakuii, He 3a3HaYeHNHX y 1bOMY inopmaniiinoMy JIICTKY.
JuB. posain 4,

Sika indopmanisn MicTurhes Y ubomy inopmaniiinomy aucrry:

1. o Take Tpiakcon/Triaxone Ta s 9oro sin 3aCTOCOBYETHCH

2. Ilo BaM nOTPi6GHO 3HATH MICPEAL 3aCTOCYBaHHAM JIKAapCHKOro 3acoby Tpiakcon/Triaxone

3. Sk 3actocoByerses Tpiakcon/Triaxone

4. Moo no6iuni peaxuii

5. Sk 36epiratu Tpiakcon/Triaxone

6. Inma indopmanis

1. o rake Tpiakcon/Triaxone Ta 115 9oro Bin 3aCTOCOBYEThCH
Tpiakcon — antubiornk, no 3aCTOCOBYETBCS IOPOCIHM Ta JiTsM (Y ToMy umci HOBOHapomkennm). Moro
poboTa nossrae y 3sHHImEHH] OakTepiif, ki BHKIHKAIOTE indexuii. Hanexurs 10 TPy JIiKapchKHX 3aco0iB,
SIKi Ha3UBAIOTHCA Le(aNOCTIOPHHAMY,

Tpiaxcon 3acrocoByernes aas JIKyBaHHSA iH(eKuiii:

* MO3KY (MEHIHTIT);

* JICTEHIB;

* CEPEHBOTO ByXa;

* YEPEBHOI NIOPOKHHHH 1 YEPEBHOT CTIHKH (nepuToHiT);

* CEYOBUBIJHUX NLIAXIB i HUPOK;

* KICTOK Ta Cyrio6is;

* IIKIPH 200 M’SIKHX TKAHHH;

* KpOBI;

= ceprs.

Horo moxua 3actocosysary ausi:

* JIKyBaHHS CrielH(igHmx 1H(EKIiH, 1110 IIePeNaloThCS CTATERHM MUIIXOM (ronopes Ta cudinic);

* JIKYBaHHS NALi€HTIB 3 HU3HKHM PIBHEM JIEHKOLUTIB (HeiiTponenia), ski MaroTh MiABHILEHY TEMIIEPATypy
uepes bakrepianbHy iHpeKiIo;

* NiKyBaHHA iHeKuii rpyaHOT KIiTKH Y A0POCIHX 3 XPOHIYHHM GPOHXITOM;

* JKYBaHHA XBopoGu Jlaiima (cipuumHeHoi ykycamu KIIIB) y AOpocimx Ta niTeit, B TOMY YHCITi
HOBOHAPODKEHUX BIKOM Bij 15 nHiB;

* 3an06iranus iHdexnisM mig yac omnepauii.

2. 1o Bam noTpi6HO 3HATH IIEPE 3aCTOCYBAHHAM JIKaPCHKOI0 3200y Tpiakcon/Triaxone
Bu ne nosunni orpumysarn Tpiakcon, axmo:

* ¥ Bac anepris Ha UCHTPHAKCOH abo Gy ab-aKuif iHITHif IHIPEIIEHT 11BOTO JMKapChKOro 3acoby (Bkazanu
po3aini 6);

* y Bac Oyna panrToBa abo Baskka alepriyda peakiis Ha NEHIMMIH 4y noaibHi aHTHOiOTHKH
uedanocnopunu, kapGanenemu a6o MoHOGakTamMi). O3HAKH BKITIOYAIOTH panToBHii Habpsk
00IHYYs, AKHI MOXE YCKIAXHUTH QUXAHHS up KOBTakHs, panTOBHH HaOpsIK pyK, cTOM i roy
CHJIbHHH BHCHII, SIKMH IIBH/IKO PO3BUBAETLCH;
" Y Bac anepris Ha JiioKaiH, i BaM CJIiJ1 BBECTH TPIaKCOH y BHIIIAMI BHYTPIlIHEOM 530807 /e
Tpiakcon ne cig NPH3HAYATH HEMOBIATAM, SIKIIO!
* IMTHHA HAapOJIWJIACh NIEPEAYACHO;



" AUTHHA € HOBOHAPOLKEHOIO (10 28 1HiB) i Mae mepHi NpodIeMH 3 KPOB’I0 UH JKOBTSHHUILO (Mo oBTIHHS
WKipu abo Ginkis oweit), abo HOMy HeoOXifHO BBecTH BHYTPILIHBOBEHHO JIiKapChKMii 3acid, 10 MicTHTH
KaJTb 1.

3acrepexenHs Ta 3amobixnui 3axo;u i/ Yac 3acTocyBaHHs

ITepen 3acrocyBannsm Tpiakcony spepnithes no nikaps, GpapManesra a6o MCICECTPH, SKIILO;

* HCINO/IABHO BM OTpuManu abo mianyere OTPHUMATH JIIKapChKi 3aCO0H, SKi MicTSTH KaJIbLIIH.

" HCLIOAABHO y Bac Oyna miapes micis npuiiomy anTH6ioTHKIB. V Bac Oynb-komu pauime Gynm npoGremy 3
KHIICYHHKOM, 30KpeMa KOMIT (3anaieHus KUIIICYHHKA);

* BM MaeTe NpobieMu 3 nevinkoio abo HHpKaMH (1uB. Pospin 4)
* ¥ Bac € )X0BYHI KaMmeHi a6o kameHi B HHpKax;

" Y Bac € IHII 3aXBOPIOBAaHHS, TaKi K reMOJITHYHA aHeMisl (3MEHIUCHHS KiJbKOCTi CPUTPOLIUTIB, AKI
CHPHYHHAIOTE HAOYTTA WKIPOIO 6J1i10-KOBTOrO BIATIHKY Ta BUKJIMKAIOTh CIaOKiCTh un 3a/IMIIKY);

* BU nepeOyBacTe Ha Ai€Ti 3 HU3LKHM BMiCTOM HATpIlo;

* BU MaeTe abo paninne Mamm komGinaniio Oy/b-IKHX 3 HACTYITHHX CHMIITOMB: BHCHII, YePBOHMH KOJIp WKipH,
Nyxupi Ha ry6ax, oyax i B POTi, JIYIICHHs IWIKipH, BHCOKa TEMIIEpaTypa, IpHIONONIOHI CHMITOMH,

]

TaKoX po3ain 4 «MosxiuBi no6iumni peaKIii»).

Slxmo BaM notpiden ananiz KpOBi 260 ceyi

Axmio Bu orpumyere Tpiakcon TIPOTATOM TPHBAJIOTO Yacy, BaM MOXE 3HAT0OHTHCS PEryJIApHO 3/1aBaTH
anams3 kposi. Tpiakcon Moxe BrmHBaTH Ha PC3Y/IBTATH aHAIII3IB Cei Ha LyKOp Ta aHai3 KPOBI, BiOMHii s
tect Kymbea. Skuio Bu 3naere anamizu:

* NIOBIZIOMTe JIIO/IHHI, fKa Gepe aHanis, o Bam nasanu Tpiakcon.

Slxmo y Bac niaber a6o Bam NOTPIGHO KOHTPOMIOBATH PiBEHB IITIOKO3M B KPOBI, HE CJIi/l BUKOPHCTOBYBATH
TEBHI CHCTEMH MOHITOPHHTY PIiBHS ITIOKO3H B KPOBI, siKi MOKYTb HETIPDaBUIEHO BU3HAYATH PiBEHD IIIOKO3H B
KPOBI T/l 4ac mpuitomy uedrpuakcony. Skmo Bu BHKOPHCTOBYETE TaKi CHCTEMH, NepeBipTe IHCTpYKLIT 3
BUKODHCTAaHHS Ta NOBIIOMTe BAmIOTo JiKaps, dbapmauesra ato MezicecTpy. 3a HeobXximHocTi citin
BHKOPHCTOBYBAaTH aNbTCPHATHBHI METO/M TECTYBAHHS.

Hitn

ITepen 3acrocyBannsam Tpiakcony y Bamoi nurnnu 3BEPHITBCA J10 JliKapsi, hapmanesra a6o MEJICECTPH, AKIIIO:
* HCIOZABHO HoMy / iif BBenM a6o mIaHyIOTH BRECTH BHYTDILIHEOBEHHO JIKapChKmil 3aci6, mo MicTHTs
KaJbIIii.

I pikapeski 3aco6u Ta Tpiakcon

[ToBinomte Bamoro nikaps um bapmanesra, skmo Bu NPHUAMAETE, HEIONABHO NPHAMATH 2060 MO
npuiMaty Oyas-axi iHmi iy,

3okpema, mosizomre nikaps a60 (hapmanesra, sixio BU npHiimMaeTe Oyaw-siki JlikH 3 HacTynHOrO HepeniKy:

* BHJ] aHTHOI0THKa, KMl HA3WBaeTHCS aMIHOTITIIKO3HIOM;

* aHTHOIOTHK MiJ HA3BOIO XJTOpampeHiko (3acTocoByeTnes aa mikyBanns indekuii, 30kpeMa, 09HHMX).
BaritnicTs, rpyane BHT'O0BYBAHHSA Ta (epTHALHICTH

Axmo By Baritai abo romyere TPYAII0, BBAKa€eTe, MO MoXere GyTH BariThi abo IJIAHY€ETE HApO/DKYBATH
AUTHHY, IPOKOHCYJIBTYHTECH 3 JIKapeM nepen 3aCTOCYBaHHSM LIbOTO Tpenapary.

Jlikap posrisiHe criBBigHOMCHHS TepeBar Bij Bamioro Jikysanus Tpiakconom Ta PH3MKIB JUISl BATOT AUTHHY,
Kepysanus rpancnopranmu 3acofamu ta poboTa 3 aBTOMAaTHYHAMEA MexaHi3MaMu

Tpiakcon Moxe BuKIHKAaTH SanamopoyeHHs. SIkmio y Bac 3amamopoueHHs, He KepyHTe aBTOMOGiIEM i He
BHKOPHCTOBYHTE Oy 1b-51Ki iIHCTpyMeHTH 260 061axHaRHS. 32 HaABHOCTI LIMX CHMIITOMIB 3BEPHITHCS 110 JHKapsi.

3. Ak 3acTocoByeTnest Tpiakcon/Triaxone
Tpiakcon 3a3Buyaii BBOgUTHCS nikapeM a6o MencecTporo. Horo moskua BBOJTHTH HACTYITHHM YHHOM:
* 32 JIONOMOT010 KpanenbHUL (BHY TPIlTHBOBEHHA 1Hby3iq) aGo y Burani in’exuii Oesnocepennro y BeHy adp
"y M43,
Tpiaxcon rorye nikap, dapmanest a6o Mezcectpa. Moro ue 3MILIYIOTE 3 {HIIMMH NpenapaTaMy Ta (@
BBOAMTATE OZTHOYACHO 3 iH’€KLISMH, 110 MiCTATE KaJbIliii. 3
3Buuaiina gosza

Bani nikap Busnayuts npaBHiIbHY 103y Tpiakcony uns Bac. [lo3a sanexatume BIJ1 TSDKKOCTI Ta THITY jHdbe
Bill TOTO, YU NpuiimMacte BM Oynb-siki immni anTuGioTHkw; Bix Barm Ta BiKy; BiZ TOro, Hag
NPAMIoIOTh Balli HHPKM Ta mewinka. Kinbkicts amis a6o THXHIB, MPOTAIOM SKHX BH
Tpiakcon, sanexurs Bix Toro, sxa ¥ Bac indekis.

dapma

Hopocai, noau moxunoro BiKY Ta aiTh Bikom Big 12 POKiB 3 Macow Tina 6iabuio piBHol0 50,
KiJorpamis (kr): Mat Go




« gin 1 10 2 T OIMH Pa3 Ha JCHb B 3aIEKHOCTI Bill TspxkocTi Ta THNY iHGekii. Sximo y Bac indexiis B TAKKIN
(hopMi, Baw Jiikap AacTh BaM OLIBII BUCOKY J03Y (10 4 T omH pa3 Ha MeHb). SIkmio Bama noboea n03a
nepeBHILye 2 T, BU MOXKETE OTPHMYBATH il pasoBO0 103010 OJMH pa3 Ha jcHb 200 JIBOMa OKPEMHUMH JI03aMH.
HoBOHApO/KeHi, HEMOBJIATA T JTH BIKOM in 15 auiB 10 12 pokiB 3 Macolo Tijia MeHIIe 50 xr:

« 50-80 Mr TpiaKcoHy Ha KOCH KT MaCH Ti/ia JMTHHH OJINH pa3 Ha JICHb B 3aJ1eKHOCT] Bijl TSKKOCTI Ta THITY
indexiii. Sximo y Bac indekuis B THKKIH GopMmi, Banl JiKap MPU3HAYHTH BaM GinbIn BHCOKY 03y 10 100 mr
Ha KOXCH KT MacH Tila MakCMMyM /10 4 T OJIMH pa3 Ha JCHb. SIxuto Bama x060Ba /1032 MEPEBUIIYE 2 T, BH
MO3KETe OTpUMYBaTH ii pa3oBOIO 03010 OJIHH pa3 Ha ACHE abo nBOMa OKPEMHMMH J103aMH.

» JliTsiM 3 Macolo Tina 50 kr i Oibiie CI1iji BBOJMTH 3BHUAIIHY 103y JUIs JIOPOCIHX.

Hogounapoxeni aitn (0-14 1HiB)

= 20-50 mMr TpiakcoHy Ha KOXXCH KI' MaCH Tijia IUTHHY OJMH pas Ha JICHE B 3a7ICKHOCTI Bijl TSOKKOCTI T2 THITY
iHpexuil.

« MakcuMaisHa 2060Ba 1032 HE TOBHHHA IIEpeBHITyBaTH 50 MI' Ha KOXKCH KT Bard JIATHHH.

JIroau 3 po3aajaMH NeYiHKH T2 HUPOK

Bi MOKeTe OTPHMYBATH 703y, AKa BiAPI3HAECTHCA Bil 3BHuaiiHoOi 703M. Bam sikap BHPILIHTS, CKUIBKH
Tpiakcony BaM 3HaIOOHTECS, 1 PETENLHO OTJIAHE BAC B 3QJIeKHOCTI Bijl TSDKKOCTI 3aXBOPIOBAHHA MEYIHKH Ta
HHPOK.

SIxmo npuitasan Ginbme Tpiakcony, HiK cin

SIKII0 BY BUIMAJKOBO OTpHMAIH GilbIIe MpU3HAYCHOI 103H, HeraiiHo 3BepHITBCA A0 Jikaps a60 HalOmmKYO]
JHKapHi.

SIxuto Bu 320yan npuitasaTi TpiakcoH

SIKIIO BY IPOIYCTHIIH iH’€KIIi10, BH MOBHHHI 3pOOHTH ii IKOMOTa IBHLLC. OpHak, SIKIIO MaibkKe HacTaB Jac
JUIs HAaCTYMHOI iH’€KIIii, MPOMYCTITh MPONYIICHY in’exiito. He mpuiimaiite mozsiiiny no3y (ABi in’exuii
0JIHOYACHO), 1100 KOMIIEHCYBAaTH NMPOMYIICHY 103y .

SIxu10 B NpUIMHEKIH 3acTocyBanns Tpiakcony

Ipununsiite npuiiom Tpiakcony BUKIIOUHO 32 BKa3iBKOIO BAIOTO JIKaps.

Sixmo y Bac BUHHKAIOTh 10aTKOBI MATAHHS 1I0/10 NpHiioMy OO JTIKAPCHLKOro 3aco0y, 3BEPHITLCH
J10 CBOT0 JiKapsl Y4 MeJACeCTPH.

4, MoxauBi nobiuni epexTn

STk i Bei JiKu 1eii TiKapChKHit 3aci6 Moke BUKIMKATH MOGiuHi peakuii, xoua He y BCiX MAIli€HTIB.

I1pu 3aCTOCYBaHHI IBOTO JIKAPCHKOTO 3ac06y MOKYTh BHHHKHYTH HACTYIHI 11001 9Hi peaxilii:

JlikyBauus uedTpHakCOHOM, OCOOIHBO Y NaliEHTIB NOXMIOTO BiKy 3 CEpHO3HHMH Npo0ieMaMy 3 HUPKaM#
ab0 HEepBOBOIO CHCTEMOIO, PI/IKO MOXKE CIIPHYHHHTH 3HIKCHHA CBifloMOCTI, aHOMAIBHI pyXH, 30Y/DKEHHS Ta
CYHOMH.

Tsoxki anepriuni peaxuii (HeBigomi, HasiBHi 1aHi He A03BOJIAIOTH BU3HAYHTH YaCTOTY NOSBH)

SIKu10 y Bac CHJIbHA aNlepriyHa peaxiiisi, HeraifHO MOBIIOMTE NPO 1€ JiKaps.

J1o 03HaK MOKYTh HAJICXKATH:

» parrroBuit HaOpsk 06Ky4s, ropna, ry6 um pora. Lle MoxKe YCKJIQJHUTH JIMXAHHS U4 KOBTaHHA,

» PanrroBuii HaGPAK PyK, CTOII i TOMIJIOK.

Tsxki wKipni peakuii (Hesinomi, HasBHi 1aHi He 103B0ISI0TE BH3HAYHTH YacTOTY NMOABH)

SIKIIO y Bac CHJIbHA IIKipHA PEaKilis, HeraHHo MOBiIOMTE NPO 11e JKaps.

J1o 03HaK MOXKYTh HaJIC)KaTH.

= CHUILHHI BUCHII, AKMH IIBUAKO PO3BUBAETHCH, 3 IMyXHPAMH a60 NyIICHHAM IIKIPH 1, MOXKIIHBO, ITYXHPSIMHU B
poti (cunpom CriBenca-/[KOHCOHA i TOKCHYHHIA el iepMATBHHI HEKPOJII3, SIKi TaKOXK BiZIOM AK CCJ1iTEH).
« KOMOiHaLis GyAb-KHX 3 HACTYIIHAX CHMIITOMIB: OOIIMPHHH BHCHII, BUCOKA TEMIICpATypa Tisa, MiBUIEHASL
piBHS GEPMEHTIB MEYIHKH, aHoMaUii kposi (eo3uHo(inis), 30UIBIICHHES niMpaTHIHUX BY3JiB Ta YyPAKCHHA
{HIIMX OpraHiB TiNa (peaxiis Ha JiKapChKUH 3aci6 3 €03MHOMIIEI Ta CHCTEMHHMH CHMIITOMAaMH, SKa TaKO
BiZloMa SIK CHHPOM TinepuyTIHBOCTI A0 JiKapChKOro 3aco0y);

» Peakuis Spuma-I'epkcreiimMepa, ska BUKIHKAE rapsuxy, 03506, TONOBHMIA 6inb, 6UIb y M's3aX Ta IIKIPHK
BHCHT, fAKWH 3a3BMYail 3HHMKae camocTtiino. Lle BinOyBacThcs Hezabapom micis MOYATKY JIKYBaHHS
e TPHAKCOHOM TIPH iHGEKITISX 31 CIIPOXETaMH, TaKUX 3K xBopoba Jlakima.

IHmi MozkiMBi moGiuHI peakuil:

Jly#e uacti (MoKyTh BpaxaTh 20 13 10 ocio):

« AHOMAIBHA KiTbKICTH JICHKOLHTIB (3MECHINEHHS JISHKOIMTIB 1 30LIBIICHHS eo3uHodiniB) Ta
(3MeHIIEHHS TPOMOOLMTIE). 2
* neoopmienuii ctyn abo aiapes;

* 3MiHM NIOKA3HUKIR aHAJTI31B KPOBI Ha QYHKIIT IETIHKH;
* BHCHIL

Yacro (MoxkyTh BpaxkaTi 10 1 3i 100 ocid):




* rpHOKOBI in(ekuii (Hanpuknan, MOJIOYHHIIS);

* SMCHIICHHSA KIJILKOCTI JIHKOLMTIR (rpanynouuTONeHis);

* SMCHIICHHSA KUIBKOCT] €pHTPOLIUTIB (aHeMisn);

* 1pobeMH 31 sropTanusM kposi. J{o o3uak MOXYTb HanexkaT CHHLI 1 JIeTKHit Gintb, a Takok HAGpsiK Cyrno6is;
* FOJIOBHHIT 61k,

* 3aIIJaMOPOYEHHS;

* HC3ly)KaHHs ab0 3aXBOPIOBAHHS;

* CBepOIXK;

* Oisb abo nekyye BimuyTTS B3TOBIK BCHH, B 5Ky BBO/IMBCS Tpiakcon. Bins y micui BBenenns 1H’ eKLii;

" BHCOKa Temneparypa (raps4dka);

" AHOMVIbHHI NIOKA3HUK byHKLIT HHPOK (MigBHIICHNMI PIBEHb KPEAaTHHIHY B KPOBI).

He uacro (MoxkyTs BpaxaTs 10 13 1 000 ocid):

" SaNIAICHHS TOBCTOTO KHMINGYHHKA (TOBCTO} KuIKH). JIo 03Hak Hanexars Aiapesi, 3a3BH4ail 3 KpoB'lo Ta
CIM30M, OLIb Y IIUTYHKY Ta rapsuka;

* YCKIaHene nuxaHHs (GpoHxocnasM);

* ropOkyBaTHii BHCHII (ypruKapis), sxuit Moxe OXOmHTH BCJIMKY YaCcTHHY BAIOTO TiNa, CHIPHYHHSAIOYH
cBepOix 1 HabpsK;

* KpoB a6o 1ykop y Bamiii ceyi;

* HaOpsiK (HAKOTHYCHHS PifHEH);

* TPEMTIHHS.

Hegizomo (uasiBui naui ve 10380as10TH BH3HAYHTH YaCTOTY NOSIBH)

* BTOpHHHA iH}exis, sika MoXe He BiAnoBinaTH Ha aHTHOIOTHK, MPH3HAYeHHIt paHilie;

* hopma anemii, npu sxiii PYHHYIOTBCS EPHTPOLUTH (TeMONiTHYHA aHeMisn);

* CHJIBHC 3HWKEHHSA KIIBKOCTI JICHKOIMTIR (arpanynouuTos);

* CYZIOMH;

* BCPTHIO (BiX9yTTS 0GepTanns);

* 3aNAJCHHA MANUIYHKOBOI 3aJ103M (mankpeatnt). O3HAKM BKIIOYAIOTH CHILHMI Oune y mmynky, sxuii
TIOUIHPIOETBCA HA CITHHY;

" 3aNAJICHHS CIM30BOT ODOJIOHKH POTa (CTOMATHT);

* 3ananenns A3uka (ranocut). O3HaKH BKITIOYAIOTH HaOpsK, IOYEPBOHIHAS Ta 6omoyicTs A3UKa,;

* PO37Iajii JXOBYHOIO Mixypa Ta/abo newinkm, sxi MOXYTb CHIPUIHHUTH OLIb, HyNOTY, 6II0BaHHS, KOBTIHHS
IIKIPH, CBepOix, He3BHYAIHO TEMHY C€Yy Ta KaJl INIHHUCTOTO KOJIOPY;

* HEBPOJIOT1YHHIT CTaH, AKHit MOXe BHHHKHYTH y HOBOHAPOIDKEHHX 3 TSHKKOIO JKOBTSAHHICIO (xepHikTEpYC);

* PO3aa¥ HUPOK, CIIPHYHHCHI BinKIafAeHHAMH uedTpHaKcony-KanbLio. Moske Oyrti npucytHiM 6 npH
TNIPOXODKEHHI BO/M (ceui) abo Mauit Buxin ceui;

* XHOHONIO3HTHBHI PE3yIbTaTH B TecTi KyMbca (tect Ha pesxi npoGnemu 3 KpORB'10);

* XHOHOIIO3UTHBHMIA Pe3y IbTAT Ha TaaKTO3EMilo (aHOManbHe HapocTaHHs HyKpy rajaKkTo3u);

* Tpiakcon mMoxe nepenixomxaru TIPOBENCHHIO NCAKHX BHAIB aHANI3IB Ha IVTIOKO3y B KpoBi — Oyap nacka,
3BEPHITBCA JI0 JIiKapsl.

Hosinomaenus npo nodiumni peakuii

SIKmo y Bac BUHUKIH 6y b-sKi no6iuHi peaxiii, 3BepHITHCA 10 Bamioro nikapsi, papmanesra a6o MEZICECTPH.
Ile crocyeTtbes Gyp-aKHX MOKIHBHX 0GIgHMX PCaKiii, He 3a3HaYEHUX y 1poMy iHpopmaniiiHoMy nHCTKy.
By Takox MoxeTe nosizomuTy po nobiuHi peakuii Gesmocepeubo yepes:

Minposnin papmaxonarnsny Ta BHPOOIB MeTHYHOI0 IPH3HAYECHHS

Bimain nikapenknx 3acob6is — Minicrepcro oxoponn 3n0poB'ss OAE

Tapsiya ainisi: 80011111

Email: pv@mohap.gov.ae

IlowroBa ckpunbka: 1853, Hy6ai, OAE

IloBinomnsroun npo no6iywi peakuii, BM MoxeTe HagaTH AONATKOBY iH(OpMaILilo m00 6e3neYHOCTi 1IHOro

JIKapchKOro 3acoby. \
5. Ak 36epiraTu Tpiakcon/Triaxone §

- 36epiraiite neif nmixapcrkuit 3aci6 mopani Bix JiTei,
- He 3acrocosyiite neii JKapChKHii 3aci6 mics 3aBCPLICHHA CTPOKY NPHOATHOCTI, BKA3aHOI0 Ha
ynakosui Ta Ha ¢nakoni. Jlata 3aBCPIICHHS CTPOKY MPHAATHOCTI — OCTAHHIM IEHb BKA3aHOTO Mi
- 36epiraTy 3a Temnepatypu Huxue 30 °C. V 3axumeHoMy Bix cBiTna Ta Terna MiCII. 7
- XimiyHa Ta iswuna crabinsmicts mix wac BHKODHCTaHHs BiJIHOBICHOIO JIiKapChK
HPOACMOHCTPOBAHA MNPOTATOM WIOHAHMEHIIE 6 TOMHH IpH KiMHaTHIA Temnepatypi
XOIOJMNBHUKY (IpH TemmepaTypi 2-8 °C)




- 3 MikpoGionoriunoi ToYKK 30py JiKapchkuii 3aci6 cuin BHKOPHUCTOBYBATH HeraiiHO. Sk e
BHKOPHCTOBYETBCS HEraifHO, Yac Ta yMOBM 36epiranus 1o BHKOPHCTaHHA € BIANOBINAIBHICTIO KOPHCTYBaya
Ta HC NOBMHHI TPHBaTH JOBIIE 4acy, 3a3HAYCHOTO BHIIE, [T 3abe3neyeHHs XiMivuHOi Ta diznunoi
CTabiMbHOCTI 1MiA Yac BUKOPHCTAHHSL.

- He 3acrocosyiite Tpiakcon, sxmo Bu nomitmm Oynb-AKi BUAMMI 03HAaKH TICYBaHH3.

- He Buxnnaiire xonui nikn Y KaHanisauio. 3anuraiire y Bamoro dbapmarniesTa, sx npaemiILHO YTHII3YBaTH
JIKH, AKi BY Ginbnre He BUKOpHCTOBYeTe. Lli 3aX01H A0NOMOXYTH 3aXHCTHTH HABKOJIMIITHE CEpeIOBHUIIIC,

6. Inma indopmanis

o micTurs Tpiakcon?

Hiro4010 pedoBnHO0 € uedrpuakcon. Koxen 1 ¢uakon micturs CTCPHIBHHH TIOPOLIOK LedTPHAKCOHY
HaTpiio, exBiBaneHTHHUIT 250 Mr, 500 Mr a6o 1 1 ueTpHAKCOHY. '
Sxi pocrynni ynakosku Tpiakcony

Crepunbauii nopomox Tpiakcony mis in’exuiii AOCTYNHHH y HaCTYNHHX (opmax BUITYCKY (He Bci dhopmu
BHITYCKY JIOCTYTIHI B yCiX KpaiHax):

Yuakoska 3 1 aaxonom:

Tpiakcon 250 mr B/m: YNaKkoBKa, Mo MICTHTE | dakoH Ta | aMIysy 3 PO3YHHHHKOM — 2 MII JOKaiHy
rizpoxiopuny 1%.

Tpiakcon 250 mr B/B: ynakoska 3 1 hnakonom Ta 1 amnysoio 3 PO3YHHHHKOM — CTEpHIIbHA BOJA JUIA 1H €KL
00’eMoM 5 M.

Tpiakcon 500 mr B/M: ynmakoska, mo MicTuts | hrnaxon Ta 1 ammyny 3 posumHHHKOM — 2 M JiI0KaiHy
rizpoxopuny 1%.

Tpiakcon 500 mr B/B: ynakoska 3 1 (axonom Ta 1 aMmyn010 3 posuHHEMKOM — CTEpUIbHA BOAA AN iH €Ki
06’eMoM 5 M.

Tpiakcon | r B/M: ynakoBka, mo Mictuts 1 (nakon Ta 1 ammyny 3 posuuHHMKOM — 3,5 Mn minokainy
rigpoxaopuay 1%.

Tpiakcon 1 r B/B: ynakoska 3 1 (nakonom Ta 1 amnysoro 3 PO3YHHHHKOM — CTepHJIbHA BOJA JUIS iH €Kit
06’emom 10 ma.

Kapronna kopo6ka no 10 daakonis:

Tpiakcon, duakonn 250 mr, 500 mr Ta 1 T B/M a6o B/B: KapTOHHa kKopoOKa 110 10 (hnaxouis.

OPATKIT:

«OPATKIT» mictuts 1 ¢maxon Tpiaxcony, 1 avnymny 3 PO3YHHHHKOM, 1 mmpun Ta 1 noparkoBy TOJIKy, a
came:

Tpiakcon 250 mMr B/M: ymakoska, mo Mictuts | rnakon Ta 1 ammyny 3 posdMHHMKOM — 2 M MioKaiHy
rizipoxnopuay 1%.

Tpiakcon 250 mr B/B: ynakoska 3 1 naxonom Ta 1 ammyoro 3 PO3YHHHHKOM — CTEpHJIbHA BOJIA JUIA iH €Kil
00’eMoM 5 mur.

Tpiakcon 500 mr B/m: YNaKoBKa, IO MiCTHTH | dakon Ta 1 aMIyJ1y 3 PO3YHHHHMKOM — 2 MJI JliJoKainy
riapoxyopuny 1%.

Tpiakcon 500 mr B/B: ynakosxka 3 1 ¢raxonom Ta 1 ammysmoro 3 PO3YNHHHKOM — CTepHJIbHA BOZA 11 iH’ eKIiii
06’emom 5 M,

Tpiakcon 1 r B/m: ynmakoka, mo mictuts 1 hnakon Ta 1 ammyy 3 PO3YHHHMKOM — 3,5 MJI Jimokainy
rizpoxsopuny 1%.

Tpiakcon 1 r B/B: ynakoska 3 1 ¢makonom Ta 1 ammymnoio 3 PO3THHHUKOM — CTepHJIbHA BOJA IS iH €Ki
00’emom 10 mn

Hacrynua indopmanis IPH3HAYEHA JIHIIE VISl MeIHYHHX NpaNiBHHKIB:

ﬂOB!Ba‘HHﬂ

Hlo3a nikapcpkoro 3acoby 3anexuTs Bin TKKOCTI, Yy TJIMBOCTI, JIOKai3a1i] i THITy iH(eKIIii, a TakoX Bix Biky
1 pynxuii newinkm Ta HHPOK NaIieHTa.

Hmxue wnaseneno PCKOMCHJIOBaHI JI03H 3aJIe)HO BiJl HOKA3AHE, B ocobmuBo Tskkmx BHIIAJKax Ciifg
3aCTOCOBYBAaTH HaHBHILY NI03y i3 PEKOMEHI0BAHOTO Jianasony.

Opoc.i Ta AiTH Bikom Bix 12 pokis (> 50 kr o

moaa uedrTpuakcony* YacTora BBeeHHA* * IMokazannus ﬂf?/ Ay ngsagd
12r 1 pa3 Ha oGy Iosarocnitansna naeBMonis of “E s
l loctpi yexnannenns xponignoi < e
OBCTPYKTHBHOT XBOPO6H JETeHB\ S

Ma 2081
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BuyTpimmnouepesni indexuii

Yeknanueni indexuii ceqoBuBinHMX mAXin
(BKIIOYaI0YM nienosedpur)

2T 1 pas Ha 100y I"ocnitaneHa nHeBMOHIs

Yeknanseni indexuii mxipy i M’ SKuX TKaHHH
Indexuii xicTok i cyrno6is

24r 1 pa3 Ha noby Benenns nauienris 3 HEHTPONIEHIEI0, Y AKHX
POSBHHYNACs TpomacHHUs i € migo3pa Ha
bakrepianbny indexiito

baktepianenuii enokapaut

baxrepianbuuit meninrit
*  Ilpu noxyMeHTansHO TiATBEp/UKeRiit GakTepiemil ciix POSTTIAHY TH 3aCTOCYBaHHA HalBHIOT 103 i3 pekOMeHI0BAHOTO Jllana3ony.
** 'V pasi sacTocysanns A03, IO NEPEBHILYIOTh 2 T Ha 106y, Moxe OyTi nouinsHuM BBeneHHS npenapaty aBivi Ha go6y (3 12-
TOAHHHHM iHTepBaIoM).

Tloxazanns y nopocanx i mireii Bikom Bix 12 pokiB (> 50 xr), mo nOTPedyIOTH 0COBIMBHX cXeM
N03yBaHHS

TocTpwuii cepenniii orur

Moxe 6yTH 3acTocosana OIHOpPa30Ba BHYTPINIHEOM’A30Ba 1032 1-2 Tpiakcony.

Hesxi nami ceimuars, mo Y BHNANOKY, KONHM CTaH MAaLi€HTa TOKKHH a6o nonepesHs Tepamis 6Gyna
HCC(EKTUBHOIO, TpenapaT Moxe Oyrn edexrusHMM npH BHYTPILIHBOM A30BOMY BBEJICHHI B 1031 1-2 I Ha
100y nporsirom 3 auis.

lepenonepaniiina npodinakTuka 1Hdexnii y micmi Xipypriusoro BTDYYAHHS
2 T 0ZIHOPa30BO TIEpeN oneparmieio.

I'onopes

Pazosa n103a 500 mMr BHyTpimHEOM’ 513080,
Cudinic
Pexomennorana noza 500 Mr—1r 1 pas3 Ha 100y 3i 36inbmeHHsIM 1031 1o 2 1 1 pas Ha 100y npu Heipocudinici
npotaroM 10-14 nuie. Pekomenaauii mono A103yBaHHA NpH cubinici, BKIIO9a0gy Heipocudinic, 6asyroTbes
Ha obMexenux nanux, Criig Takox BPaXOBYBaTH HALlIOHABHI a60 MicleB] pekoMenalii.

uceMinoBauuit 6openios Jlaiima (pansiit [11 crazis] i mi3nii [I11 cranis
ITo 2 r 1 pa3s na noby nporsaroM 14-21 nus. PexomennoBana TPHBAJICTh JIKYBaHHS Bapiloe, CJIil TaKox
BPaxoBYBaTH HallioHaNMbHI a60 Micesi PeKoMeHaali.

iTH
Hosonaponkeni, nemoBasita a nitn Bikom Bia 15 auiB 10 12 pokis (< 50 KT)
HiTsM 3 Macoro Tina Bix 50 kr crin 3aCTOCYBAaTH 3BHYAHHI JI03M JUIS IOPOCIIHX.

Zlo3a nedrpuakcony* YacTora BBegeHHA** IMokazanus
50-80 Mr/kr 1 pa3 Ha 106y BHyTpintasouepesni indexii
Yeknanneni ingexuii ceqoBuBimHHX mUISIXIB
(BKIOYaKOUHN miesonedpyT)
ITosarocnitanssa mueBMoRis
l"ocniTasnsHa nHeBMOHIs
50-100 mr/kr 1 pa3 Ha 106y Yeknanueni indexuii ki PH 1 M’SIKHX TKaHHH
(MakcumanbHo 4 1)

Ingexuii kictok i cyrno6is
Benenns namientis 3 HCHTPONEHI€I0, y aKuX
PO3BHHYJNIaCs NpONAcHMLSA i € mimospa Ha
bakrepianbry indexuio

80-100 mr/kr 1 pa3 Ha 106y Bakrepianeunii MeninriT
| (MaKcHMaILEHO 4 1)
100 mr/kr 1 pa3 na 06y Bakrepiansuuii ennoxapaur

(MakCHMaJbHO 4 1)

*  Tlpu noxymeHnTansno TIATBEp/UKEHiiT OakTepiemii ciin POSTTISHYTH 3aCTOCYBaHHA HAHBHIIOT 03 13 PEKOMEHIOB3
** 'V pasi sacTocyranua no3, no TIEPEBHIMYIOTE 2 T Ha 106y, Moke GYTH HouinbHum BBE/ICHHA TIpenapary mnpj
TOIMHHNM iHTepBanoM).
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IMoka3aHHA Y HOBOHAPOIKEHHX, HEMOBJIAT Ta niTeii Bikom Bix 15 amie mo 12 poxis (< 50 kr), mo noTpedyoTh
0CODJIHMBHX CXeM JNO3YBAHHAL

TocTpuii cepeHii OTUT

Jl1s TOYATKOBOTO JIKYBaHHS TOCTPOr0 CEPEHLOTO OTHTY MOXe OyTH 3acTOCOBaHa OJHOPa3oBa
BHYTPillIHLOM’ 530Ba iH’€K1tist e TpHakcony y 1031 50 Mr/kr. Jlesxi maHi cBIUATH, 110 Y BUIAJKY, KOJIM CTaH
JUTHHE TAOKKHH a6o nonepeHs Tepanis Gyna HeedeKTHBHOO, NedTPHAKCOH Moxke OyTH e(eKTHBHUM IIPH
BHYTPIIIHEOM A30BOMY BBEJEHHI B 71031 50 Mr/kr Ha 100y mpoTsirom 3 JIHIB.

[lepenonepauiiina mpodinakTyka ingekuii y Micul XipypriyHoro BTpyyaHHs

5080 Mr/kr 0HOPA30BO MEPEJL ONEPALICIO.

Cudyizic

PexoMmenosana 103a 75—100 mr/kr (MakcuMansHo 4 T) 1 pa3 Ha 106y nporsarom 10-14 nuis. Pexomenmamii
11010 [03YBaHHA NpH cudinici, BKmoyaroun Heipocudinic, 6a3yr0Thes Ha AyKe OOMEKEHHX NaHHX. Cnin
TAKOX BPaXOBYBAaTH HalliOHaJIBHI a00 MicLeBi peKoMeHaali.

JTuiceminoBanmii Gopenios Jlaitma (panwiii [11 crazia] i niswii [111 cTajis])

50—80 mr/kr 1 pa3s Ha 106y npoTsroM 14-21 jus. PekoMen10BaHa TPUBATICTh NiKYBaHHS Bapilo€, CIIijl TAKOXK
BpaxXoByBaTH HallioHaIbHI 60 MicleBi pekoMeHaIli.

Hosounapoa:xeni Bikom 0-14 nuis
[leTpHaKCOH NPOTHIIOKA3aHHMH JUIs 3aCTOCYBAaHHA HEJIOHOMICHHM HOBOHAPODKECHHM BiKOM Ji0 41 TMXHSA 3
ypaxyBaHHAM TEPMiHY BHYTPILIHBOYTPOGHOTO PO3BUTKY (recTariinHui BIK + KaJICHIapHHH BIK).

Jo3a nueprpunakcony* YacroTa BBeleHHs IToxazaHnus
20-50 mr/kr 1 pa3 Ha 100y BryTpimHEbp0oYepeBHi 1HEKLIi
Veknaaneni iHGeKuii mKipH 1 M’ AKHX TKaHHH

Veknanneni iHQeKIil CeHYOBMBIIHUX NUIAXIB
(BKmro9aroun mieJoHeppHT)

[To3arocniTanbHa MHEBMOHIA

TocniTansHa MHEBMOHIA

Indekuii KicTok i cyrinobis

Benenns naiieHTiB 13 HEHTPOIEHIEI0, Y SKHX
pO3BHMHYJIacs TNpONAcHMI 1 € Mmijo3pa Ha
GakrepianpHy iH}EKIio

50 mr/kr 1 pa3 Ha nody BakrepiansHui MEHIHTIT

BakTepianbHHUI €HIOKAPANUT

* TIpH JOKYMCHTATBHO TiATBEpIKe il GakTepieMii ¢/Til pO3TIAHYTH 3acTOCYBaHHA HANBHINOT 03K i3 peKOMEH/I0BAHOTO Jliana3oHy.
He cnin nepesHilyBaTH MakcHMaIbHy No6oBy m03y 50 Mr/kr,

[loka3aHHs y HOBOHAPOAAEHHX Bikom 014 qHiB, 0 NOTPeOYIOTH 0COOIMBHX CXeM 103yBAHHSI:
Cocrpuii cepenHii OTUT

JUis TIOYATKOBOTO JIIKYBaHHS TIOCTPOTO CEPEJHBOTO OTHTYy MOXe OyTH 3acTOCOBaHa OJHOpPa30Ba
BHYTpIHBLOM 513082 in’ekuist Tpiakcony y 1031 50 mr/kr.

[lepenonepaniiina npodinakTuka iHGeKuii y Micli XipypriyHoro BTpy4aHHs

20-50 Mr/Kr 0IHOPa30BO Nepej] ONepali€ero.

Cudinic

PexomennoBana j03a 50 mr/kr 1 pas Ha n0o6y npotsrom 10-14 nniB. PexomeHaamii mojo A03yBaHHs IpH
cudinici, Bxmovatoun Helipocudinic, 6azyiorses Ha ayke obMexennx naHux. CIif TakoX BPAXOBYBATH
HalliOHaJIbH] a00 MiCIIeB] peKOMEH Al

TpuBanicTh JIKYBaHHA

TpHBaicTh NiKyBaHHsA 3aIeKHTh Bifl mepebiry xBopoOu. BpaxoByioud 3aralibHi peKoMeHjamii 1oa0
aHTHGiOTHKOTEpaNii, 3aCTOCYBaHHS LE(TPHAKCOHY CIIA NPOXOBKYBAaTH NpoTsroM 48-72 roauH micis
SHHKHEHHS CHMIITOMIB IIPONACHHIII a60 MiATBEP/DKEHHs JOCATHEHHS epaiikalii 6aKTepianbHoi IHQEKIIn:
ITailieHTH JITHBOI'O BiKY o
3a yMOBH 3a/I0BITBHOT GYHKIIIT HUPOK i IEYiHKHM KOPEKILisi J03H NAllieHTaM JITHHOTO BIKY HE I
[TanieHTH 3 NEYiHKOBOK HEJOCTATHICTIO 7
HasBHi 1aHi CBiTYaTh PO BiZICYTHICTh HEOOXIAHOCTI KOPUIYBATH 103y JUISl HAUIEHTIB 3 JICT"
HCYiHKOBOKO HEMOCTATHICTIO Y BUNAMKY, AKIIO PYHKIIiA HUPOK HE MOpYIIeHa.

HeMae 1auuX JOCHIiUKEHB 1II0/I0 MAI[EHTIB 13 TSHKKOIO TIEYiHKOBOIO HEJIOCTATHICTIO (JUB.
IarieHTH 3 HUPKOBOIO HEIOCTATHICTIO




Hemae neobximnocTi SHHJKYBAaTH J103y LUe()TPHAKCOHY JUIS MALEHTIB 3 IIOPYIICHOK) HUPKOBOIO (hyHKIiCIO B
TOMYy BMIIANKY, SKOO0 (YHKIIA HEeYilnKH He nopymiena. Jlume B pasi HMPKOBOI HeZOCTATHOCT] y
NepeATepMIHANBHIN  cTai] (knipenc Kpeatwminy <10 MI/XB) no6osa nosa nedTpHaKCOHY HE Mae
1ICPEBUILYBaTH 2 T,

Skuo naniedT 3Hax0aUTHECS Ha Aianisi, Hemae noTpebu y A0/IATKOBOMY BBEJICHHI JIIKapChKOro 3acody micis
miamsy. LledTpuakcon He BHOaNseTHCS 3 OpraHisMy HUIIXOM NICPUTOHEANILHOTO JTianizy abo reMoianisy.
Pexomennyerses perensnmii kninivnmit MOHITOPHHT Ge3nekn Ta edeKTHBHOCT] npernapary.
HanienTu 3 TsxkuM mopymennam byakiii NEYiHKH | HUDOK

Ilpn onHouacHomy TSKKOMY NOpPYINCHHI (QyHKIIH HUPOK i neuinku PCKOMEHAYETRCS PETENBHUH KITiHiuHMi
MOHITOPHHT 6e3nexu ta edexTuBHOCTI npenapary.

Cnocid BBenenns

BuyTtpimunom’azose Beenenns

BuyTpimnsosenne BBenenns

Tpiaxcon MoxxHa BBoIHTH musxoM BHYTPINIHLOBEHHOI iHdy3ii MpoTsiroM He Menme 30 XBHJIHH (1IepeBa)kHHUIA
METOZ BBEICHHS) ab0 BHYTPINIHLOBEHHO MOBLILHO NPOTATOM 5 XBHNMH. BHyrpinmmnoBeHne CTpyiine
BBC/ICHHS CIIiJl BUKOHYBATH MPOTSTOM HE MeHIe 5 XBHJIMH, TICPCBAXHO Yy BENMKI BeHH. BHyTpimuboBeHHi
JI03H, SIKi CTAaHOBNATH 50 MI/KT 260 OinbIIe, HOBOHAPOKEHUM i TiTSM BIKOM JI0 12 pokiB Heo6xiHo BBOJIUTH
maxoM  iHQysii. 3 Meroo  3MeHmeHHS NOTEeHUIHHOTO  pu3nKy  GimipyGinoBoi eHuedanonarii
BHYTPIITHEOBEHH] J1031 HOBOHAPOJIKCHHM CJIiJ1 BBOAUTH Y BHIJIA iHOys3ii npoTsrom He MeHmIe 60 XBMUIHH.
BryTpimmsom'ssose BBesenns cin PO3TJIANaTH PH HEMOXKITHBOCTI a60 MEHITIH JOLINBHOCT] IS naujieHra
BHYTPILIHLOBEHHOTO LILISXY. Ho3u, mo cTanoBIATH GinbIe 2 T, HEOOXiZHO BBOIMTH BHYTPIIIHBOBEHHO.
Ledrpuakcon nporunoxazammii HOBOHApO/KCHUM (S 28 1HIB), SKINO BOHM MAalOTh MOKA3AHHS (abo
OYIKYETBCS, 110 MATHMYTE TIOKa3aHH) 10 3aCTOCYBAHHS KANbIIEBMICHIX PO3YHHIB JUI BHYTPILIHEOBEHHOTO
BECIICHHA, y TOMY 4HCIi 6€3MepEPBHUX KabIiEBMiCHHX iHOY3iH, Takux sk NapeHTepallbHE XapuyBaHHs, y
3B’S3KY 3 PH3HKOM BHIIAiHHS ocany ue(TpHaKCOHy 3 KaJbLieM.,

PosuuHHMKH, mo MicTaTs KalbUifl (Hanmpukian posumu Piarepa a6o posumn I'aprmana), me cnin
BHKOPHCTOBYBATH /Ul PO3YHHEHHS BMICTy (hIIaKOHIB 3 HepTpHaKcoHOM abo J0AaTKOBOrO PO3BE/IEHHS YKe
PO3YHHCHOTO BMICTY (J1aKOHa JUI BHYTPIlIHEOBEHHOTO BBC/ICHHSA Y 3B'A3KY 3 MOKTHBICTIO YTBOPCHHS OCazmy.
IIpenmnitar xansuiesoi comi Le(TPHAKCOHY MOXKE TAKOK YTBOPHTHCS, SKIIO LE(TPHAKCOH 3MINITYEThCS 3
KaJIbIIEBMICHHMH DO3YHHAMH B  OHiii BHYTDIIUHEOBEHHIH cHcTemi. Takum 9HHOM, uedTpHaKcoH i
KaNbIIEBMICHI PO3YHHH He CJlix 3MIlTyBaTH a60 BBOAMTH OHOYACHO.

Hoa nepenonepauiiinoi npodinakuxu IHeKii B AinsHUI XipyprigHoro BTPY4aHHA HEDTPHAKCOH HEOOXimHO
BBOZMTH 32 30—90 xBuiHH 110 onepauii.

Incerpykiii 3 BHKOPDHCTAHHA

Binnosneni posunnnu 36epirators (isuuHy Ta XximiuHy craGinbHicTs NPOTATOM IIOHaHMeHIIe 6 ToauH 3a
KIMHATHOI TeMrepaTypn Ta 24 romu B XOJIOMHIBHUKY (pH Temnepatypi 2-8 °C). Opnak, sk TIPaBHIIo,
PO3YMHH CIIiJ{ BAKOPHCTOBYBATH BiJpasy Mmic/ist IpHrOTYBaHHS.

Tpiakcon ue cnig 3MILIYBaTH B OJHOMY WnpHii 3 6yab-AKAM JiKapChKHM 3acob0M, okpiM 1% posuuny
JM0KaTHy Tinpoxnopuay (umre ms BHYTPILIHEOM’ 130807 iH’eKuif).

* BuyTpimubom’sizoBa in’exuis

Hns BHYTPimHEOM’ 230801 1K’ eKItii Tpiakcon 250 mr a6o 500 mr PO3YMHUTH y 2 Mmi, a Tpiakcon 1
po3duuHuTH y 3,5 Ma1 1% pozunny NiJ0KAiHy Ta BBOAATH MIISXOM ITHGOKOT BHYTPIITHEOM 30801 iH’€KI1ii.
Jlo3u, mo nepesuimyots 1 1, ciig PO3JLIHTH Ta BBOAWTH y GLIBII Hik OZIHY JIJISIHKY.
Posyunn ninokainy nikonn ne CJIiA BBO/INTH BHYTDIIIHBLOBEHHO.

* BuyTpimunosenna in’exnis

Hns BRYTpimHLOBEHHOT iR’ eKIi] Tpiakcon 250 mr aGo 500 mr PO3YMHAIOTE ¥ 5 mu1, @ Tpiakcon 1 r y 1
CTCPUILHOT BOAM Jnisi iH’eKuili, MOTiM BBOISTS BHYTPIIIHBOBCHHOIO iH’€KIi€I0 MPOTATOM=S 3
Oesnocepennro y Beny a6o HCPE3 CHCTEMY ISl BHYTPIIIHEOBEHHOT iH(y3ii. o
* Buytpimunosenna indysis /
2 r Tpiakcony posunnsioTs Yy 40 MJT CTepHIIBHOT BO/M Ju1s 16 extiii 260 B OZTHOMY 3 HaCTyIII
PO34HHIB:

- 0,9% po3unn marpiro XJIOpUIY




- 5% po3unn nexctposu

- 10% po3unn aekcrposn

- 0,45% po3uun Hatpilo xnopuny + 2,5% posunny nexcrposu
Iugysiio cin BBoAMTH NpOTIrOM noHaimene 30 XBHIHH,

Hecymicuicrn

3a 1aHuMH JTiTepaTypHuX AXKEpEN, nedTPHAKCOH He CYMiCHHIA 3 AMCaKpHHOM, BAaHKOMIIIHHOM, (hJTyKOHA30710M
1 aMiHOTJIIKO3MIaMH.

Posunnm, mo micrars uedrprakcon, He ciin amimysaru aGo JI0ZIaBaTH 110 1HIIMX JiKapChKUX 3acoBis, 3a
BHHATKOM 3a3Ha4yeHHX B IHcTpykuii s 3aCTOCYBaHHA. 30KpEMa, PO3YMHHHKH, IO MiCTSITH KanbIii
(nampuknan, posuun Pinrepa, posunn lFaprmana) me cnig BHKODHCTOBYBATH /Ul PO3YHHEHHS BMICTY
(nakonis 3 uedrpuakconom ado AONATKOBOTO PO3BEHCHHSA Y€ PO3YHHEHOIO BMicTy dulakona s
BHYTPILIHBOBEHHOTO BBEJCHHS Y 3B'3KY 3 MOMKIJIHBICTIO YTBOpeHHs ocany. lledrpuakcon me moskua
3MILTyBaTH a60 BBOAMTH OHOYACHO 3 KaJIbLIEBMICHHMH PO3YMHAMH, BKIIOYAI0UH 3arajbHe NapeHTepanbHe
XapyyBaHHs.

| HE JHKAPCHKHWM 3ACIB

Jlikapcekuit 3aci6 — ne TIPOAYKT, IO BILIHBAE Ha BaIe 310poB's. Moro 3aCTOCYBAHHA HE 3a IHCTPYKIIIEIO €
Hebe3aneyHuM Jyis Bac.

- HiTKO OTpHMyiiTech BKA3iBOK BAIIOro JiKaps, crocody 3aCTOCYBaHHA Ta IHCTPYKIiii (hapMmanesra.

- Jlikap i papmanesr e CKCTIEpTaMH 3 JIIKapCHKUX 3aco0iB, ix TIEpeBar Ta pH3UKiB.

- He nepepusaiite camocriiino KYPC JiKYBaHHSl, IpU3HAYEHUH BaM.

- He nosropioiite npusnauenns 6e3 KOHCYJTBTallil 3 BALIHM JliKapem.

- 30epiraiite Bci mikaperki 3aco6u noJ1azi Bij AiTed.

Pana minicrpis 3 OXOpOHH 3710p0B'st ApaGchKuX Kpain

Coro3 papmaneBTis Apadenknx KpaiH

Hompibna ingpopmayin? 3amenedponyiime 3a Gesxommosnum Homepom (971) 800 - 4994, OAE

Bupo6uuk: Jixyangpap (Ju Iphar)

Fand dapmacsiorikan Innactpiz (Gulf Pharmaceutical
/ /s Industries)

Pac Ane Xaiima, OAE (Ras Al Khaimah, U.A.E.)

15/07/2021 p.




INFORMATION FOR THE USER

Triaxone

Sterile powder for Solution for Injection 250mg, 500mg, or 1g
Ceftr (as Caftri
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Module 1.3 Triaxone 1g Sterile Powder for Solution for I.M.
Injection
Ceftriaxone (as Ceftriaxone Sodium)

July 2021

1.3.1  Summary of Product Characteristic (SPC)

SPC  Triaxone 1g Sterile Powder for Solution for LM. Injection
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Module 1.3 Triaxone 1g Sterile Powder for Solution for I.M. July 2021
Injection
Ceftriaxone (as Ceftriaxone Sodium)

1. NAME OF THE MEDICINAL PRODUCT -

Triaxone 1g Sterile Powder for Solution for .M. Injection

2.

Each Vial contains:

Item No. Material Name Scale Vial

Active Ingredient:
1. Ceftriaxone 1.000

Use: Sterile Ceftriaxone Sodium * 1.414

Each ampoule solvent contains:

3.5mL of Sterile Lidocaine 1%

* Quantity of Sterile Ceftriaxone sodium is calculated on the basis of assay 795ug of
Ceftriaxone (C3H,sNs0+S3) 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.M., Injection

Deseription: White to yellowish white crystalline powder.

m_
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 I11)) 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).
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Module 1.3 Triaxone 1g Sterile Powder for Solution for .M. July 2021
Injection
Ceftriaxone (as Ceftriaxone Sodium)

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

4.2 Posology 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 kg)

Ceftriaxone | Treatment Indications
Dosage* frequency**
1-2 ¢ Once daily Community acquired pneumonia

Acute exacerbations of chronic obstructive pulmonary
disease

Intra-abdominal infections

Complicated urinary tract infections (including
pyelonephritis)

2¢g Once daily Hospital acquired pneumonia

Complicated skin and soft tissue infections

Infections of bones and joints

24 ¢ 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
500mg 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 I11))
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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Module 1.3

Triaxone 1g Sterile Powder for Solution for L.M.

July 2021
Injection

Ceftriaxone (as Ceftriaxone Sodium)

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 g) 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
S0mg/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 1))

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
pyelonephritis)

Community acquired pneumonia

Hospital acquired pneumonia
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Module 1.3 Triaxone 1g Sterile Powder for Solution for I.M. July 2021
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
recommendations in syphilis, including neurosyphilis, are 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

Intramuscular administration

Triaxone can be administered by deep intramuscular injection. Intramuscular injections
should be injected well within the bulk of a relatively large muscle and not more than 1 g
should be injected at one site.

As the solvent used is lidocaine, the resulting solution should never be administered
intravenously (see section 4.3).

For pre-operative prophylaxis of surgical site infections, ceftriaxone should be
administered 30-90 minutes prior to surgery.
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Module 1.3 Triaxone 1g Sterile Powder for Solution for I.M. July 2021
Injection
Ceftriaxone (as Ceftriaxone Sodium)

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):

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

Oif 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
ceftriaxone 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.

recautions for use

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).

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. In 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

ecial warnings and
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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 ceftri axone (see
section 4.8). Discontinuation of therapy with cefiriaxone 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).

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.
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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 ceftriaxone, 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 ceftriaxone 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.
decreased level of consciousness, altered mental state, myoclonus, convulsions),
discontinuation of ceftriaxone should be considered.

4.5 Interaction with other medicinal roducts and other forms of interaction

Calcium-containing diluents, such as Ringer's solution or Hartmann's solution, should not
be used to reconstitute cefiriaxone 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
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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 ceftriaxone (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.

regnancy and lactation

Pregnancy
Ceftriaxone crosses the placental barrier. There are limited amounts of data from the use

of cefiriaxone 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). Cefiriaxone 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
cefiriaxone 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,
taking into account the benefit of breast feeding for the child and the benefit of therapy
for the woman.

Fertility

Reproductive studies have shown no evidence of adverse effects on male or female
fertility.

4.7 Effects on ability to drive and use machines

During treatment with cefiriaxone, 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.
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4:8 Undesirable effects e

The most frequently reported adverse reactions for ceftriaxone are eosinophilia,
leucopenia, thrombocytopenia, 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 classification

= 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)

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

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
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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 are reported voluntarily from a
population of uncertain size, it is not possible to reliably estimate their frequency which is
therefore categorised as not known.

® See section 4.4.

¢ Usually reversible upon discontinuation of ceftriaxone.

Description of selected adverse reactions

Infections and infestations

Reports of diarrhoea following the use of ceftriaxone 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 5.2).

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
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renal failure, but is usually reversible upon discontinuation of ceftriaxone (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
have been accompanied by clinical symptoms such as pain, nausea and vomiting in rare
cases. Symptomatic treatment is recommended in these cases. Precipitation is usually
reversible upon discontinuation of ceftriaxone (see section 4.4).

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: py@mohap.gov.ae

P.O. Box: 1853 Dubai U.A.E.

1930V Er e R s S IR s S i o R D AN

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

3.1 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:

* 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
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Viridans group Streptococci <0.5 >0.5
Haemophilus influenzae <0.12% >0.12
Moraxella catarrhalis <1 2
Neisseria gonorrhoeae <0.12 > (.12
Neisseria meningitidis <0.12¢ >0.12
Non-species related I8 >0

a. Susceptibility inferred from cefoxitin susceptibility.
b.Susceptibility inferred from penicillin susceptibility.

¢.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 gx 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

Ilaemophilus parainfluenzae

Moraxella catarrhalis

Neisseria gonorrhoea

Neisseria meningitidis

Proteus 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
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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

Intramuscular administration

Following intramuscular injection, mean peak plasma ceftriaxone levels are
approximately half those observed after intravenous administration of an equivalent dose.
The maximum plasma concentration after a single intramuscular dose of 1 g is about 81
mg/l and is reached in 2 - 3 hours after administration.

The area under the plasma concentration-time curve after intramuscular administration is
equivalent to that after intravenous administration of an equivalent dose.

Distribution

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 (Cpax) 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. Cefiriaxone crosses the
placental barrier and is excreted in the breast milk at low concentrations (see section 4.6).
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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 m g/.
Biotransformation

Ceftriaxone 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.

The relatively modest increase in half-life in renal impairment is explained by a
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 cefiriaxone 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/pharmacodynamic relationship

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).

5.3 Preclinical safety data

There is evidence from animal studies that high doses of ceftriaxone calcium salt led to
formation of concrements and precipitates in the gallbladder of dogs and monkeys, which
proved to be reversible. Animal studies produced no evidence of toxicity to reproduction
and genotoxicity. Carcinogenicity studies on ceftriaxone were not conducted.
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6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients &

None

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
bottles or to further dilute a reconstituted vial or bottle for intravenous administration
because a precipitate can form. Ceftriaxone must not be mixed or administered
simultaneously with calcium containing solutions including total parenteral nutrition (see
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.

BBISHEIGe e cis it st b B D S A B A O]

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 refri geration (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.

recautions for storace

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

6.5 Nature and contents of container

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

printed label, one vial and one solvent ampoule (3.5mL) packed in a printed box along
with a leaflet.

6.6:Special precautions for disposal

and other handling

Instructions for use

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 IM injection:

1g Triaxone is dissolved in 3.5mL of 1% lidocaine solution. The solution should be
administered by deep intramuscular injection. Dosages greater than 1g should be divided
and injected at more than one site.

Triaxone should not be mixed in the same syringe with any drug other than 1%
Lidocaine solution (for intramuscular injection only).
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Any unused product or waste material should be disposed of in accordance with local
requirements.
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