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Moayns 1.3 Tpiakcon (Triaxone), 1Ir, CTEepHILHHUI NOpowok a1s POSYMBY 115t B/B ineknili  numeny,
COTPHAKCOH (Y BULIAAI HedT HAKCOHY HaTpito 2021

Tpiakcon (Triaxone), Ir, CTCPHABHHIH IOPOIIOK 118 PO3YHRHY JU1s B/B iH’eKiii
2. SIKICHHV TA KDIBKICHUI CKJIA,
Koxen ¢nakon mictirs:

Iosnnis  Hasgea Marepiany Mlxana (r/ thaakon)
Ne

1 Jiroua peyopuna:

Hedrpuakcon 1,000
V Burnapi CTCPHILHOTO HedTpHakcony HaTpiio * 1,414

i

Koxna amnyaa O3YHHHHKA MiCTHTE:
10 M7t crepunbHOT BogH JUIS 1K' eKitii

* Kinekicts CTCPUILHOTO nedTpHakcony HATPII0 0GYHCTIOEThCS Ha OCHOBI KiJIbKiCHOTO aHam3y 795 mxr
ueTpHakcony (C18H18N807S3) Ha Mr (GesBomna 0cHOBa) Ta 11,0% Bommoi kommneHcanii. KinekicTg
MOX€E BapilOBaTH B 3a1eKHOCT BiJl pe3y/IbTaTin aHanizy mMatepiay.

. JHKAPCBHKA ®OPM

Crepunbanit nopomox g PO3YHHY 14 B/B iH’exiiii

Omnuc: Kpucraniynmii Hopomok Bix 6inoro o KOBTYBAaTOro-6inoro Koubopy.

. KJIHIYHA THOOPMATIIS
:

Tpiakcon nokasanuii JUIS JIIKYBaHHS HACTYNMHUX IH(eKwuii y AOpOCIHX i NiTeiH, B TOMY umc JAOHOLIECHHX
HOBOHapOmKeHnX (Bix HapOJKCHHS):

*  Bakrepianeni meninrity

*  Tosarocnitansua nuepmonig

*  Tocmiransna nueBMmonis

*  Toctpuii cepenniii otur

*  Iutpaabpominanpyi inpexmii

*  Yeknamseni ingeknii CCUOBHMBIAHMX NLIAXIB (B TOMy uncni nienonedpur)

*  Indexnii kicTok i cyrnobis

*  Yeknamueni ingeknii WIKIPH Ta M’ IKHX TKaHHH

*  Tonopes

*  Cuoinic

*  Baxrepiansui CH/IOKAPJIUTH
Tpiakcon mosxna 3aCTOCOBYBATH:

*  Hna nikypanus 3aroCTpeHb XpPOHIYHOrO O6CTPYKTHBHOrO 3aXBOPIOBAHHS JIETCHB Y Zlopociiux

*  Hna nikyBanus JHCEMIHOBAHOrO Oopeniosy Jlaiima (pannbOTO (CTanis II) a6o misnboro (cranis

* Jlna Benenns namientip 3 HEHTpomeHiew, y sxux PO3BHJIACA JIHXOMaHKa 3 Miz03po10 Ha
bakrepianpny iHbekmio

*  Jlna nikyBauHs namienTi 3 baktepiemiero, ska nos's3ana abo IMOBipHO 110B'3aHa 3 Oynb-sxoio
1Hpexuiero, mepepaxopanoro BHIIIC

S/ @ 2 pMa
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Monyns 1.3 Tpiakcon (Triaxone), Ir, crepuasumi NOPOIIOK 719 PO3YMHHY a5 B/B iH’eKUiii  munens } N
CPTPHAKCOH (Y BUrasiai uedt HAKCOHY HATpi 2021 p. }( T

Hosa nikapcekoro 3ac00y 3aIeKHTE Big TSKKOCTI, Yy TIHBOCTI, JIOKami3awii i Tumy IHOEKLIT, a Takox BiJI
BIKY 1 PyHKuii neuinky 1a HHPOK nauiecHTa.

Huxue naBeneno PCKOMCHNI0BaHI 103H 3anekHO Bin Nokasane. B 0cob6muBo Taxkmx BHIAJIKAX CJIif
3aCTOCOBYBATH Hai{BHILY 103y i3 PCKOMEHI0BaHOTO Nianaszony.

Hopocai Ta AiTH Bikom Bia 12 poxkis (> 50 KT)

—
o3a uegrpuaxcony* Yacrora BBEJeHHN ** Hokazanns —|
1-2r 1 pa3 na o0y ITozarocmitansua ITHEBMOHI A

Foctpi yeknannenns XPOHIYHOT

00CTpyKTHBHOT XBOpoOH JiereHs
BuyTpimnsoyeperni IHexKIT

Yeknanneni 1Hpexii CCYOBMBIHHX IJISXiB

(BxinOuaOyn mienoHedpur)

2r 1 pas na 06y locnitanbha nuemonis

Yceknanseni indexuii WKIPH i M’ SKHX TKaHHH

Indekuii kicrok i CYrnobin

24r 1 pa3 na 106y Benenns nanientip 3 HEHTponeHiew, y sxux
PO3BHHyJIacs nponacHumsg i e mijo3pa Ha
bakrepianshy indexuiro

Bakrepiansunii CHJIOKApUT

bBakrepiansuuii Meninrit N
* Tlpu noxymentanbmo MIATBEp IKEeHi i Gakrepiemii cnin POSIIHYTH 3aCTOCYBaHHA HaifBHmIOT N03H i3 PEeKOMEeHA0BaHOro

** VY pasi 3aCTOCYBaHHA JI03, 110 NEpeBHIYIOTE 2 T Ha 106y, Moske OyTH nouineumM BReCHHS Tipenapary nsivi Ha 106y (3 12-
TOIHHHHM iHTepBasom),

Hokazanns y AOpoOCHHX i aiTell BikoM Bixg 12 POKiB (> 50 xr), mo HOTPeOYIOTh 0COGAMBHX cxem
A03yBaHHs
* Tocrpuii cepenniit orur
Mosxe 6ytu 3acTocopana OAHOPa30Ba BHYTPIlHBOM’s30Ba 1033 -2 1 npenapary.
Hesxi nani csiguars, mo Y BHIAIKY, KOIM CTaH MAIEHTA THKKHI abo monepenus Tepamnis Oyna
Hee(eKTHBHOIO, Tpenapar Moxxe 6yTH eekTHBHIM TIPH BHY TPIIIHEOM "A30BOMY BBEJICHHI B 1031 |-
2 r Ha 106y npoTsrom 3 juis.
* Ilepenonepaniiina npodintaxTuka indexniii Yy Micui xipypriunoro BTPYYaHHS
2 1 01HOpa30Bo nepen onepauieso.
* TI'onopes
PasoBa no3a 500 mr BHYTPIIIHEOM 513080,
* Cudinic

Hefipocuinic, 6a3yiotscs Ha obMexennx naumx. Crix Takosk BpaxoByBaTH HalioHANbHI a60 Micies]
PEKOMEH1alli].

* HuceminoBanuii Oopeunios Jlaiima (panniii [II cranis] i mizniii [TIT cTanin])

Ilo 2 r 1 pa3 Ha n00y npotsarom 14-21 pus. Pexomennosana TPHUBATICTh JKYBaHHS Bapiioe, ciix
TaKo BpaXoByBaTH HaLliOHAILHI a60 MicIes; PeKoMeHnalii.

KOH®IJIEHLIIHO
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Monyns 1.3 Tpiakcon (Triaxone), 1r, CTEPHIbLHHUI IOPOIIOK N5 PO3YMHY 1151 B/B iH’ekniii  mumeny,

N ) Hegrpuakcon (y Burasii uedTpuakcony HaTpiio) 2021 p. 7
Hditn

Hosonapopxeni, HEMOBJIsITA Ta 1iTH Bikom Bix 15 anip 70 12 pokis (< 50 xr)
ITSIM 3 Macolo Tijna BiJ SO kr cnix 3actoc ATH 3BHYAIHI 1034 U1 OPOCITHX.
033 nerpHakcony* Yactora BBeleHna** Ioxazanus
50-80 mr/kr 1 pas na no6y BHyTpimuLoyepenni in CKIIi{
Yeknanneni iHbeKuii cevoBHBITHNIX LLIAXIB
BKIIIOYAIOUH mienonehpur
ITo3arocnitanpua ITHEBMOHIS
locnitankna naeBMoOHig

50-100 mr/kr 1 pa3 na 106y Yeknanneni indexnii IIKIPH i M’IKHX TKaHHH
(MakcHManbHO 4 r)

Indekuii xicTox i cyrnobip
Benenns nanienris 3 HeHTponeHiero, y mcnx—‘
PO3BHHYyNIacs mnponacHuus i e mij03pa Ha
bakTepianshy i Hpekuiro

80-100 mr/xr 1 pas na 00y Bakrepiansuuii MEHIHTIT
MaKCHMaJIbHO 4 T
100 mr/kr 1 pa3 Ha 106y Bakrepiansnnii CHJIOKapauT

MaKCHMAJILHO 4 T
* Tlpu pokymentansmo MATBEp/UKCHIH GakTepiemii crin POSIIAHYTH 3acTocyBaHHA HaiiBHmIof 103K i3 pekoMeHnoBaHOTrO

** 'V pasi 3aCTOCYBaHHA /103, 110 NEPEBHIYIOTE 2 I Ha 106y, Moske OyTH nONiMBHUM BReNCHHS Tpenapary nsiui Ha 106y (3 12-
TOAMHHHM iHTepBasIoM),

Moxazanns Y HOBOHADOKEHHX, HEMOBIAT Ta naiTed Bikom Bix 15 quip Ao 12 pokie (< 50 KT), 110 NOTpedyioTh
0CODJIHBHX cXem A03yBaHHA:

* Toctpnii cepenniit orut

50-80 mr/xr OAHOPA30BO nepen oneparniero.

* Cudinic
Pexomennosana nosa 75-100 MI/KT (MakcHMansHo 4 r) 1 pas na noby npotsirom 10-14 guis.
Pexomennanii oo AO3YBaHHA NPU cUinici, Bkmouarouy HeHpocndinic, 6asyiotses Ha AyKe
oOMexxeHnx nanux. Crin Takosi BPaXoOBYBaTH HALIOHANBHI a60 Micler; PEKOMEH1a11ii,

* MuceminoBaumii Oopenios Jlaiima (panmniii [II crajia] i mizmii [I11 cTajis])
50-80 mr/kr 1 pa3 na 100y nporsirom 14-21 mus. Pexomennoana tpusanicrs, JNiKYBaHHs Bapiioe,
CJILT TaKOX BPaxOByBaTH HaliOHabHi 260 Micles; PEKOMeHanii,

'__110321 uedrpuakcony* Yacrora BReenns Ilokazanns ]
20-50 mr/kr 1 pas Ha 106y BHyTpimusouepesni | 1HeKii

Yceknanneni ingekii UTKIDH 1 M SIKHX TKaHHH

Yeknanueni indexuii CCYOBHBIZIHHX IILINXIB
(BKIMIOYarOYH mienoneppur)

IMosarocnitansua TIHEBMOHIS

I'ocmiTanena ITHEBMOHi g
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Monyns 1.3 Tpiakcon (Triaxone), 1r, CTEPHALHUI NOPOMOK A5 PO3YHHY 1714 B/B iH’ekUili  nuneus

Hedrpuakcon (v Burasgi uednpnaxconx HaTpiio) 2021 p. !

Benenns nauientip i3 HCHTPONEHiE, y sxux
PO3BHHyJIacss mnponacHuug i e mino3pa Ha
Gaxrepiansny 1Hpekuio

Bakrepianeunii Mmeninrit

Bakrepian,uuii CHIOKapuT

PO3IIAHYTH 3acTOCYBaHHA HalBHIIOT 703M i3 PEKOMEHI0BaHorO

1 pa3 na no6y

* Tlpn nokymenTansho minrae
Hianasony.
He cnin NEPCBUIIYBaTH MaKCHMalbHy 10608y o3y 50 Mr/xr.

PIUKCHIN GakTepiemii crin

Iokazanns y HOBOHApOIKeHHX Bikom 0—14 AHIB, 0 MOTPedyIOTH 0CODJIMBHX cXeM A03YBaHHSA:

* Tocrpuii cepenuiii oTut
s mowarkosoro NIKYBAaHHS TOCTPOro CCPCAHBOTO OTHTY MOXe 6YTH 3acTOCOBaHa OJHOpa30Ba
BHYTPIIIHEOM 53082 1H’ eKuis UeTPHAKCOHY y 1031 50 Mr/kr.

* Ilepenonepauniiina npodinakruka inpexuiii ¥y Micui xipypriynoro BTpYYaHHs
20-50 mr/kr OZIHOpPa30Bo 1epern onepaniero.

* Cudinic
Pexomennosana no3a 50 mr/kr 1 Pa3 Ha 100y npotsirom 10-14 nuis, Pexomennanii mono JI03yBaHHs
npu cudinici, BKmoyaroun Helipocuoinic, GasyroTses Ha Ayxe obMexeHux nanmx. Cnin takox
BPaxoByBaTH HalliOHANbHI 260 Miclesi pexoMeHaanm;i,

TpuBajicrts JiKYBaHHs

Tpusanicts nikypauus 3anescurs Bia mepebiry XBOpo6u. BpaxoByioun sarampi PEKOMeHaii 1momo
AHTHOI0THKOTEpani], 3aCTOCYBaHHs uedTpuakcony ciig TPOZIOBXKYBATH TIPOTArOM 48-72 Tomuu micis
SHHKHCHHS CHMITOMIB NIponacHui a6o MIATBEP/DKEHHS T0CATHeHHS epaaukaii 6akrepianbHoi 1HbeKIi.
HauicaTu gitusoro Biky

3a yMOBH 3a710BinBHO] yBKUIT HHPOK i mewinky KOPEKIist 103K NauieHTaM MTHE0ro BIKY He NOTpi6Ha.
IauienTn 3 nevinkorow ye OCTaTHicTIO

HasBui nami cBimuars PO BiZICYTHICTH Heob6XimHOCT] KOPHTYBaTH N03y mis namieHtis 3 jerkoio abo
TIOMIPHOIO NEYiHKOBOIO HC/IOCTAaTHICTIO Y BUNAZKY, AKIIO (ynxiis vupox ne NOpyIIeHa.

Hemae nanux nocuimkens II0J10 NALIEHTIB 13 THKKOIO TNICYIHKOBOK) HEIOCTATHICTIO (muB. Posnin 3.2).
HanienTn 3 aupkoBoio He OCTATHICTIO

Hemae neobxinnocri SHHXKYBATH 1103y neTpHakcony ans NaLIEHTIB 3 MOPyIIEHOIo HUPKOBOIO (hyHKIicI0
B TOMY BHIJKY, SIKIO (QyHKIiS NMeuiHKH ne nopywiena. Jlume B pasi HHUPKOBOT HEIOCTAaTHOCTI y
nepearepMinanbHii  cramii (xmipenc KpeatuHiny <10 m/xB) moGosa A03a UEPTPHAKCOHY He Mae
TIepeBUIyBaTH 2 T.

Axmo namienT 3suaxomuThes Ha Mianmisi, HeMae mOTpe6H Y AAO/IATKOBOMY BBEJICHHI JliKapCHKOTO 3acoby
micns  Jiamisy, [edrpuakcon we Bumanserses 3 OpraHisMy MUISXOM mepuToHeansHoro Aiamizy aGo
remozianisy. PekoMeHayeThcs PCTCIEHUH KIIHIYHHIT MOHITOPHHT Gearexy Ta €)EKTHBHOCTI npenapary.
Hanientn 3 Tamknm no CHHAM QOYHKIIT eYinku i nupox

ITpn O/IHOYACHOMY TSDKKOMY noOpymieHHi yHkmiE HHpok i mewinky PCKOMEHIYETbCSA peTenbHHie
KJIHIYHMI MOHITOPHHT 6esnexu Ta edexrusHOCTI npenapary.

Crocio BBEeHHH

Buyrpimnnosenne BBeE/IeHHsl

edrpuakcon NIPOTHIOKA3aHHIT HOBOHAPOmKeHHM (= 28 nHiB), sKmO BoHHM MaloTh 110Ka3aHHs (abo
OYIKYETBCS, IO MaTHMyTb mOKa3aHHs) fo 34CTOCYBaHHA  KaJIbIIEBMiCHHX PO3YHHIB  my1g
BHYTPILTHLOBEHHOrO BBC/ICHHA, Y TOMYy wmcii Oesnepeppuux KalbLIEBMICHUX  1Hysif—i

Posnin 4.3).
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Monyns 1.3 Tpiakcon (Triaxone), Ir, CTEPHALHMI Nopook aas PO3YMHY 11s1 B/B in’exuiif JHTICHE P
CPTPHAKCOH (Y BHrIsSIAl nedyT HAKCOHY HaTpiio 2

Ja Ticpenonepaniiinoi npodinakruxu IHQEeKIiH B mingunj Xipyprigsoro BIpyYanHs uedrpuakcon
HEOOXINHO BBOMTH 32 30-90 xBummH no omnepanii.

IacTpyxnii mono BIIHOBJICHHS JKapchKoro 3acoby nepen BBeaeHHSM MB. y Pospini 6.6,

3 IpoTunokazanns

. Finepuymmsicts no uedrpuakcony abo o Oyas-sixoro inmoro nedanocnopuny, ago 1o Oy np-
AKHX IONOMIKHUX peqoByH, 3a3HAYCHHX y po3aini 6.1.
. Bupaxena TIICPYYTIMBICTL (Hanpukian aHaQinakTHIHa Peakuis) B aHamHesi 1o Oy b-sikoro

* HCIOHOWIEHUM HOBOHApOIUKEHHM  BikoM g0 4] THXHS 3 ypaXyBaHHIM CTPOKY
BHYTPIlTHBOYTPO6HOTO PO3BHUTKY (recTauiiumii Bik + pix nicnsg HapopKeHHs:)*
*  JOHOWICHMM HOBOHAPOKECHUM (10 28-nennoro BIKY):
O 3 rinep6inipy6i HEMI€I0, KOBTAHMIIEIO 260 rinoans6yminemicro uy altHII030M, OCKINBKH Lie cTany,
32 JKHX 3B'A3yBaHHs binipyGiny, HMOBIipHO, nopymene*
O FKIIO BOHM MalOTh NOKAa3aHHS (abo ouikyerscs, mo MaTHMYTh nNoKa3aHHs) 10 JIKyBaHHS
KaJbllieM [yis BHYTDIIIHEOBEHHOrO BBeNCHHS abo KambLieBMicHHMY iHOy3ismu y 3B'A3Ky 3

. Axmo nigoxain BHKOPHCTOBYIOTB SIK PO3YHHHHMK, Iepe1 BUKOHAHHSAM BHYTPILIHBOM'S30B0] 1H'eKuii
uedTpuakcony Heobximmo TIEPEKOHATHCS Y BinCyTHOCT NPOTHIIOKA3aHb /10 JlijoKaiHy (mB. Posnin 4.4).
JuB.  indopmaniio p KOPOTKIH  XapakTepHcTuui TKapchKoro 3acoly s MiOKAiHY, o0co6mHBo
IIPOTHNOKA3aHHS.

. Po3uunn uedTpHakcony, mo mictsTs JMIOKATH, HIKOIH He CIIiJl BROJHTH BHYTPIIIHEOBEHHO,

CARCHHA T2 3a006iKH1 3aX01H npn 34CTOCY.
Peakuii rinepuyranpocri

Sk i npu 3acrocysanni Beix Oera-nmakramMumx aHTHOIOTHKIB, MOBiTOMISIIOCS NP0 BHNANKH Cepio3HuX
Peakuiii rinepyyrauBocri, IHOZI 3 JeTanbHuM Hacuiakom (auB. Posnin 4.8). V pasi Tsxkux peakiii
TIepYyTIHBOCTI 3aCTOCYBaHHA uedTpHakcoHy crmix HETaHHO NPHIMHMUTH Ta BKHTH HAJIEKHUX
HEBIZKITAIHUX 3aXOiB. ITepen nowarkom NIKYBaHHS CITif BCTAHOBHUTH, UM € y manieHTa B aHamues; TSDKKI
Peakuii rinepyyransocti 1o negTpHakcony, iHmmx nedanocnopunis a6o ixmmux THIIB GeTa-naKTamunx
3acobiB. Ciiix 3 o6epexnicTio 3aCTOCOBYBATH LIEYTPHAKCOH MamienTaM i3 HasBHICTIO B aHAMHE3] HETSKKO]
TiNepYyTIHBOCTI M0 iHmIHX Oera-nakTamunx TIpETIapaTiB.

cunpom Jlaitemna/Tokcmynmii enijepMalbHUI HEKPOJIi3, peakiis Ha JIKapChKHIA 3acif 3 CO3HHODLITIEIO Ta
CHCTEMHHMH CHMIITOMAMU (DRESS~CHH1{pOM)), AKI MOXYTB GyTH HEOC3NMCYHNMY JUIS KHTTS 260 MaTu
JICTANBHUH HACTIZOK; OIHAK YacTOTa IHX SBHIL HeBioMa (auB. Posnin 4.8).
Bzaemonis 3 mikapenkumu 32€00aMH, 110 MiCTATH Kaibuiii
Y HenoHomenux Ta ACHOLICHHX HEMOBIAT BIKOM MeHme | MICSIS OMMCaHO BHmamkw YTBOPEHHs
NPCUHIITATIE  KanbuieBoi conj UeTPHAKCOHY y Jeremsx Ta HUpKax i3 JneTansHum HACIIAKOM.
[onaiimenme OAHOMY 3 LIMX nauieHTiB uedrprakcon ta KaJIbWii BBOMMIM y pisuuii yac ta gepe3 pismi
BHYTPIIHBOBCHHI indy3iiini crcTemy. 3rizHo 3 HasBHHMH HaYKOBHMH INaHHMH, ¢ -
MATBEP/DKEHUX  BHmankip YTBOPEHHs BHyTpimeocynHHI{Hx _ nPeaniTaTj 4
HOBOHAPOJUKCHHX, SIKHM BBOIHIM UehTPHAKCOH Ta KanbuieBMicHi PO3UHKA /400 Gynn-
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Moayns 1.3 Tpiakcon (Triaxone), Ir, crepuanuuii Nnopomox aus PO3YMHY 1A B/B iR eKknifi  nunens
Ie HAKCOH (y BUIasdi nedrpuakcon  HATpiio 2021 p. P

NI ABHIICHHI PH3UK yTBODCHHS npenumiTaris KaJbIieBoi coni uedrpuakcony NOPIBHAHO 3 NamienTamu
IHIIHX BiKOBHX rpym.

Ilpn 3acrocysamui uedTpHakcony namicuTam Oyab-saxoro BIKY Npenapar me moska 3MIIITYBaTH a6o
BBOMHTH OJTHOYACHO 3 6y nb-aKHMMN PO3YHHAMM JUIsl BHY TPIMIHEOBEHHOTO BBC/ICHHS, 110 MICTATH KambLiii,

HaBITh IPH BUKOPHCTaNH] PI3HHX iHOY3IHHNX cHeTeM aGo BBC/ICHHI IIpenaparis y PisHi iHGy3iiHi mimsHKn.
ITpore namientam BiKOM Bijx 28 nniB uedTpuakcon ta KaJIbLIEBMICH] PO3YHHH MOKXHA BBOIUTH NIOCIIIOBHO

abo 3aMiHH 4H peTenbHOrO TIPOMMBaHHS 1HDY3iiHOT CHCTeMH Mixk BBCACHHAM LIHX 32C06iB (hizionoriummm
CONLOBHM PO3YMHOM, MOG 3am106irTy YTBOPEHHIO NIpenHIiTary.

Tina. Takox BBeneHHs po3unHiB s ITIIX Mmosxua TNPH3YNHHATH Ha vac iHdysii uegrpuakcony ta
TIPOMUTH 1HQY3iiHi cHeTeMn Mix BBCIICHHAM po34nHiB (nuB. Posniny 43,48,521a 6.2).

PO3BHUTKY Binipy6iHoBoi cHuedanonarii (us. Posyin 4.3).
Imynoonocepe KOBAaHA IreMoJliTHYHA aHemis

BCTaHOBIIEHHS eTionorii 3aXBOPIOBaHH3.
OBTOTPHBAJIE JIIKYBAHHS
[Ipu AOBrOTPHBANOMY  JtiKyBaHHi  ciiixg PETYIApHO  mpoBoauTH POSTOPHYTHH  aHami3  kposi.
Kouir/maamipnuii picr ney JMBHX MiKpooprauizmig
Bunanxu KOJITY Ta ncesaoMeMOpano3Horo KOJITY, acomiifoBanux i3 3aCTOCYBaHHAM aHTHOAKTEpiambHIX

TNIPHITHHCHHSA Tepanii nedTpuakconoMm Ta 3aCTOCYBAHHSA BIANOBIAHHX 3ac06iB npotu Clostridium difficile.
Jlixapceki 3aco6u, mo TIPUTHIYYIOTH TICPHCTAIBTHKY, 3aCTOCOBYBATH He I

Sk 1 npu 3acTocyBanHi iHmmx aHTHOaKTepiansHuX 3ac06iB, MOXKYTh BUHHKATH cynepindekuii, cnpuynneni
HCUYTIMBHMH /10 nipenapaty MIKpOOpranizsMamu.

Tsikka aupkosa Ta MeYiHKoBa HexocTaTHICTE

Y pasi Tmkkoi HHPKOBOi Ta me4iHKOBOi HemocTaTHOCT] PCKOMCHJIOBAaHHH DeTEeNBHMI  KTiHigmymif
MOHITOPHHT 6e31ekH Ta edexTuBHOCTI 3acTocysanHs npenapary (aus. Posin 4.2).

Buuine Ha pesyantarn CEPOJIOTIYHMX A0CaiKeHE

pe3ynbTaTH. BusHauenns rmokosu p cedl mix yac Tepanii uepTpHakcoHoM ciin poburtn o)
(bepmenTaTHBHMX MeToxis (nuB. Posnin 4.8). b*gﬁi@r::

HasggnicTs nedrpuakcony moxe TIPH3BECTH 110 MOMMIKOBOTO 3HHYKCHHS po3paxym
TJIIOKO3H B KPOBi, OTPHMaHHX 32 ONOMOTrOI0 ACAKHX CHCTEM MOHITOPHHTY piBHs

7y
3Haqeuﬁ%
BUEBIRIEE /1

i‘\‘%\.\\j-ﬁ,ma 10310
KOH®IJIEHIIITHO &, _
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THCTPYKIIT 11010 BHKODHCTaHHS U1 KoxkHO] CHCTEMH. 3a HeobXimHocTi cin BHKOPUCTOBYBATH
AILTCPHATHBHI METO/IM TeCTYBaHHs,

Harpiii

Tpiaxcon mictuts Hatpiii. e comip BPaXOBYBATH Malli€HTaM, SKi JOTPUMYIOTECS TiETH i3 KOHTPOJILOBAHHM
BMICTOM HaTpiro,

Cuekrp anTugaxre IaabHOT akTHBHOCTI

Hedrprakcon mae obMeskenuii CHCKTP aHTHOAKTEpiaNbHOT aKTHBHOCT] 1 Moxe 6yTH HENPUIATHUM 1114
34CTOCYBAHHSI K MOHOTEparis TIPH JIKYBaHHI NEBHUX THIIiB IHpeKwLii, kpim BHIIA/IKIB, KOMH 306yIHUK Bike
MiATBepLKeHnit (1B, Posyin 4.2). V pasi NOTIMIKPOGHHX 1H(exuiii, kom ceper Mi03PIOBAHNX 36y THUKIB
€ PE3HCTeHTHI 10 uedrpuakcony MIKPOOpPraHisMu, crix POSTIIAHYTH  3aCTOCYBAHHA HOMATKOBMX
AHTHOIOTHKIB.

Al BHYTPINIHEOM'SI30BHX 1H'eKIji, Po3unn JifoKaiHy He ¢iIin BBOIMTH BHYTPIIIHBOBEHHO.
KoBunokam’sna XBOpo6a

Y BUmagKy HassHOCTi Ha COHOrpaMi TiHeif cnin 3BaxuTH Ha MOXIIHBICTh YTBOpEeHHS TIPELHIITATIB
KaNbLIieBOi coji nedTpuakcony. 3aTiHeHns, o TIOMHIIKOBO  BBaKaJIUCA YKOBYHHMM KaMeHsIMH,
CTIOCTepiramcs Ha coHorpamax ’KOBYHOTO MiXypa, i 4acToTa iX BUHMKHeHHS 3pocTana npu 3acrocyBanui

OLIIHKH KOPHCTI/PH3UKY B KOHKPETHOMY BUNIanKy (muB. Posnin 4.8).
3acriii xoBuj

obcTexenns. Pimrenns IONO 3aCTOCYBAHHS JIKApPCHKOro 3aco0y mamieHTam i3 HasBHiCTIO B aHaMmHe3i
HHDKOBHX KaMeHIB a6o TinepKanbiiypii  npuiimac JiKap, 3BaXKAOYM Ha PE3YNbTaTH OILIHKHK
CHIBBIHOIICHHS KOPHCTB/PH3HK B KOHKDETHOMY BHIIazKy.

Peakuisn Apnma-Teprcreiive a (PAT

Ilicns  3akinuenns NiKyBaHHS nedTpHaKcoHOM Y ACAKHX NALIEHTIB 3 iHdekuicro, CIIPHYHHEHOIO

CaMOCTIiHO a60 Mosxe GyTu KyIoBaHa CHMIITOMAaTHYHUM JTiKyBaHHsIM, V Pa3i BAHMKHEHHS peakiii Slpumna-
I'epkcreiimepa JIKYBaHHs aHTHGI0THKaMu TIDHITUHATH HE CIIi,

Ennedanonaris

3

LICHTPaNbHOT HEPBOBOI cucTemn. SIxmro Hi03PIOEThCS eHUedanonaris, nos’szana i3 3aCTOCYBaHHAM
uedTprakcony (Hanpuknan, sHmwkenns PiBHA CBimoMoOcCTi, 3MiHa TICHXI9HOTO CTany, MIOKJIOHIA, CynoMH),
CIIIZl PO3TIIAHYTH MHTAHHS TpO NIPHIHHEHHS 3aCTOCYBaHHS negrpHakcony.

iIKapchKuIMn 3aco0amMu T4 inmi BH/IH B3aeMO/iii

Posunnauky, mo micrars Kanbuii  (Hanpuian, po3unn Pinrepa a6o posuuH Tapty
BHKOPHCTOBYBATH JUIsS BifHOBJIEHHS uedTpuakcony y ¢makomax ago s 1oja
BIIHOBJICHOTO PO3YMHY JUId BHYTPIIIHEOBEHHOIO BBEJICHHSA, OCKIJIBKH MOyKe ,
Ipenunitatn  kameniesoi comi HeTPHAKCOHY  Takok MOXYTb  yTBOPIOBaTH
negrpuakcony 3 KaJIbLIEBMICHUMH PO3YHHAMY B OXHIH iH}Y3iiHiNH cHcTeMmi. Lgd

KOH®IJIEHIIITHO

o
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Moayns 1.3 Tpiakcon (Triaxone), 1r, CTEPHILHHI MOpooK qn PO3MHHY 11s1 B/B iH’€KNili  munens
Hedrpuakcon (v Burasgi uepTpHakcony HaTpio) 2021 p. st

BBOJIATH OHOYACHO 3 po3yMHaMHK s BHYTPINIHEOBEHHOTO BBCICHHS, 110 MICTATH Kanbliiii, Y TOMY yHcni
3 KalbLIEBMICHHMH pPO3unHaMu AA TpHUBaMuX iHdy3il, Takumu sk PO3YHHH JUIs mapeHTepansHoro
XapuyBaHHA, 3a JOMOMOTOK Y-oniGHO cucremn. OnmHak ycim MALIEHTaM, Kpim HOBOHAPOKEHHX,
uehTpHaKcoH i Kampmiemickj PO3YHHH MOKHa BBOJWTH NOCIII0BHO, ONHH Micis OJIHOTO, AKIIO Mix
IHQy3ismMu perensno TIPOMHTH CHCTEMY CYMiCHOIO piamHO0. YV NnocimKe X in Vifro 3 BUKOpHCTaHHIM
T71a3MH Iy TIOBMHHOI KPOB] AOPOCIHX Ta HOBOHAPOKEHHX Oyn0 nokasawo, mo Y HOBOHAPOIDKEHHX icHYe

CymicHe 3acrocysanns Tpenapary i3 mepopansHHMK AHTHKOATYNIAHTAMH MOXE TIOCHIIOBATH edekr
aHTaroHicty Bitaminy K Ta PHM3HK KpoBoTeui. PekomeHzmyeTscs wacto TNEPEBIPATH  MidkHApOIHE
HOPMaJli30BaHe CHiBBigHOMmCHHS (MHC) Ta nanexunm annonm KOpEryBaTH 103y aHraronicra BiTaminy K
AK 1Al 9ac, Tak i micns Tepamii nedrpHakconom (1uB. Po3nin 4.8). '

Icnyiors cynepeunusi AaHi OO0 MOTeHwiiHOro TIOCHJICHHSI TOKCHYHOTO BIUIMBY aMiHOITKO3H/IIB Ha
HHPKH TIpH iX 3acToCyBaHHj PasoM 13 nedanocnopunamu, V TaKuX BHNAJKaX CHif peTenbHo

NPaKTHII].
Y nocmimkenni in vigro IIDH  3aCTOCYBaHHi Xjnopampenikony y KoMbiHanii 3 e TPHAKCOHOM
CIIOCTEpiraIucs aHTaroHiCTHYH] edexrn. Kniniuna 3HATYIIICTh IMX JaHHX HEeBigoMa.

PIBEHE IIIOKO3H y ceui 33 AOTIOMOT0I0 (pepMEHTHHX MeTojiB.

[opymens  ¢pynkuii HHPOK He cnocrepiranocs micng CYNYTHBOTO 3aCTOCYBAHHS BENHKHX 7103
uedTPHAKCOHY i moTY)HHX JiYPETHKIB (Hanpukmaz, dypoceminy).

Onnouacue sacrocysanus NPOGEHELHY He 3HIKYe BUBECHHS e TpHakcony.

TIEPEBAKAE HALl PH3HKOM,

Loxysanns rpynmo
Hedrpuaxcon B Huzbrix KOHLCHTPAIISIX TIPOHHKAE y IPy/THE MOJIOKO, O/iHaK y pasi 3acTocyBanmus e TPHAKCOHY B
TCPACBTIHYIHMX 1103aX JKOMHHX eheKTiB Ha JuiTel, siKi nepeGyBaoTs Ha TPYHOMY BHI'OJIOBYBAHHI, He OYIKyETBCS.

Jocmmxenns penponykiii ne TPOACMOHCTPYBAN KOITHHX O3HAK HCCTIPHATIIMBOTO BIUIMBY Ha heprunsHicTs
YOJIOBIKIB 400 3IHOK,

[Tpu nikyBanmi e TPHAKCOHOM MOXKYTS TPOARILITHCA HeOakani edekty (HanpHKaz, 3amay
BIUMBAaTH Ha 3[ATHICTE KepyBaTy TPAHCIIOPTHIMM 3aC00aMH Ta PALIOBATH 3 Mexanis 13

KOH®IJIEHLIIITHO
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Hanienram crin ne Bp

AXOBYBATH NPH BHPIUICHHI MUTAHHS 110110 KEpYBaHHs TPAHCTIOPTHUMM 3aco0aMy Ta

poboTi 3 MexanizmMamy.

Hebaxannmu peakiisivi na 1e

TpoMOoLHTONEH S,

Jaui nna eusnavenns gacto

(TpHaKcoH, npo ski HaityacTime TIOBI
Jiapesi, BUCHN i 36ibImenus PIBHIB NIEYiHKOBHX (b
1 HPII

AOMIIATIOCH, € €o3uHOMINs, JIeHKOMneHis,
€PMEHTIB.
(nebaxkana peaxuis Ha npenapar) s UCTPHAKCOHY OTpHMaHi B

PE3YJIbTaT] KIHIYHUX JOCIT IKeHs,
3a wacToToio peakuii KIIACH(DIKOBaHI TaKNM YHHOM:

Aysxe vacro (> 1/10)
Hacro (Big > 1/100 po < 1/10)
Hewacro (Bin> 1/1000 no < 1/100)

. Pizxo (Bin > 1/10000 no < 1/] 000)

. Heginomo (wacrora ne moske Oyt onitena 3a HasBHHMHK JIaHHUMH)

CHcTemuo- Wacro Heuacro inko Hesigomo*

(OPraHHHH KJjac

Indexuii Ta inBasij] [eniTansna rpnﬁxoza‘l’[ccsmmemﬁpa- Cynepindexuis®

iHDekisn HO3HHH KOmiT?

3 60Ky kpoBi Ta 03UHO(Diis ["panynonutonenis CemoniTiyna anemis®

liMpaTHyHOf CHKONEHIs AHEMIs ATpaHysouuTos

CHCTEMHU TpomGouuTonenis Koarynonaris

3 60Ky iMyHHOI AHadinaKTHIHHIA oK

CHCTEMH /AHadinakTuuna peakiis
Anadinakroinna peakuis
[lixBHImeHa 9y TnBicTL?
Peaxnis Spuma-
["epkcreiimepa®

3 ©oKy HepBOBOi ["onosHuit Gims Enuedanonaris (Cymomu

CHCTEMH 3anamopoyenns

3 Goky oprauis Bepruro

CIIyXy T

1a0ipHHTY

3 OoKy muxampHOj BpoHxocnasm

CHCTEeMH, TIpPyAHO]

ITKH P
€PEOCTIHHS

3 Goxy nurysKoBo-|[Tiapes® Hynora [Tankpeatut®

KHIITKOBOTO Pixi brroBanns Cromarur

TPakTy HIIOPOYKHEHHS "nocur

3 6oky neuinku Talllixsumenns Ocax B xoB4HOMY Mixypi®

PKOBYOBHMBIZIHMX  [DIBHS NEYiHKOBHX Kephikrepyc

IJIAX1B bepmenrin [emaTut®

XonectaTnanmii rematut®

KOHO®IJIEHIITHO




Moayns 1.3 Tpiakcon (Triaxone), 1r, CTEPHABHHHA NMOPOIOK I PO3YHMHY st B/B in ckuili  nunens ;o

HedTpuakcon (v Burasni uerpuakcony HATPiI0) 2021 p. f‘) P,

'3_60Ky WIKIpH TaBucun CBepbix Kporus’auaka EHH}IpOM CriBenca-

MiAIIKIPHIX Jlxoncona®

TKaHHH Tokenunmii eninepmansumii
HEKpoJTiz®
MynsTpopmua epHuTeMa
l"octpuii  reneparnizopanuii
CK3aHTEMAaTO3HHI
IIyCTYJIbO3
Peaxitis Ha nikapcekuii 3aci6
3 co3uHODiicI0 TB{
CHCTCMHUMM  CHMITOMAaMH
(DRESS)®

3 6oky Hupox Ta ['eMarypis Onirypis

CCYOBHUBIIHHX [iko3ypist Ocaj B HupKax (obopoTHOTO

LIIAX 1B Xapakrepy)

3araneHi posnagu Dnebit Habpsix

Ta peakuii B Micmi bine B Micui in’exuiiO3n06

BBEICHHS [Tipekcis

Jlabopatopui  Ta [linBumenns  pisus IXubHomosurusua npoba

IHCTpyMeHTaNLHi KPEaTHHIHY B KPOBI Kymbca®

naHi XubHONO3UTHBHHI TecT Ha
rajakTo3emiio®
(XubHOMO3HTHBHI
PE3yNIbTaTH
HedepMeHTaTHBHNX MeToxiB

L BH3HAYCHHS IITIOKO3HP J

*I'pyHTYI0TECS Ha TIOCTMapKETHHI OBHX MOBIOMIEHHAX. OCKiTLKH iHbOpMawis npo ui peaKilii HajicHnaeThes
HOOPOBINBHO i cToCyeThCS HONyNANil HeBM3HAYEHOro PO3MIpy, HEMOXIHBO JAOCTOBIPHO OLIHHTH iX
9acToTy. V 3B'I3Ky 3 MM YacToTa BHU3HAYAETBCA AK HEBIJOMa.

® Ius. posnin 4.4,

¢ 3a3Buyaii Mas 3BOPOTHHIA XapaKTep MicIs BiaMiHu uedTpuakcony,

Onnc okpeMux nodiunny peakitiii

Indexuiji Ta inBasii

CHMITTOMaMH, TaKHMH 5K O, HynoTa i GmoBanns. V mux BHIIAZIKaX pPEKOMEH

KOH®IIEHIIIMHO
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Poznin 4.4).

Menuunux npauisunkis IPOCATL MOBIIOMISITH PO GV Ab-siKi i103p1oBani noGiyni peakuii yepes:
inposnin tbapuaxouamnny Ta BUPOOIB Meanunoro IPH3HAYEHHS

Bimain nikapcskux 3aco6is — Minicreperso OXOpOHH 3710poB's OAE

lapsaa ninis: 80011111

Email: pv@mohap.gov.ae

IlomroBa cxpurbka: 185 3, ly6ai, OAE

4.9 Ilepenozyeanusn

: DAPMAKOJIOTTYHI BJACTHBOCT
1

5. DapMaKoAHHAMIYHI BJAACTHROCTI

PapmakoTepaneBTHYHA rpynma:  AutnGakTepianshi  3aco6u AU CHCTEMHOTO  3aCTOCYBaHHs,
nedanocnopuny TpeThoro TIOKOJIIHHS,
Koa ATX: J01DD04.

Mexanizm aii

Iedrpuakcon iHribye  cuHTe3  KmiTHHEO CTIHKH  GakTepii 3 NONATBIIHNM  NPHENHAHHAM 10
NCHILMIIH3B S3YI0UHX  6ikip (I13B). Lle npussomuts A0 NepepuBaHHs GiOCHHTE3y KITHHHOI CcTimkm
(menTunorIiKany) Ta CHPHYHHIOE JI3KC 1 3aTHGeE GaxTepianbHOi KiTHHY,

PessicrenTHicTs
LEHCTCHTHICTD

* Tigposti3 6era-nakramazamy, Y ToMy uucii Gera-nakramasamu PosiMpeHoro crextpa (BJIPC), kap6aneneman
1 epmenTamu Amp C, saxi moxyTs Npoxykysathcs abo 6yt cTabimbHO ACPCTIPECOBAHHMH B OKPEMHX
aePOOHHX IPaMHEraTHBHUX BHax Gaxrepiit;

* SHIDKCHHS CLIOPITHCHOCTI MEHIIHITIH3E "A3YI04HX GIIKIB 110 LeTpHakcony;

* HEIPOHMKHICTP 30BHINIHEO] MeMOpaHH y rpaMHeraTHB X MIKPOOPTaHi3MiB;

* GaxTepianbhuit edymokcHmi Hacoc,

I'pannyni 3uauenns npy BH3HAYEHHI Yy T/IHBOCTI

I'pannuni 3navenns mug MiHIMaJIbHO] 1HTiGyr090] KoHuenTpauii (MIK) Bu3nauewi E€Bponeiicskum
KOMITETOM 3 TecTyBaHHs AHTHUMIKPOGHOT yyTIHBOCTI (EUCAST):

[lTa"mreH fl_VIe'ron possenens (MIK, mr/)
VTJIHBHH PesucrenTauii

Enterobacteriaceae <1 > 2

Staphylococcus spp. a. a.

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

Streptococcus pneumoniae <0,5¢ > 2

Viridans group Streptococci < 0,5 > 0,5

Haemophilus influenzae (= 0,12¢ > 0,12

Moraxella catarrhalis <1

Neisseria gonorrhoeae < 0,12

\Neisseria meningitidis

He noB’s3ani 3 Bunamu

a. BHCHOBOK 11po uyTimBicTs 3po0JIeHO Ha OCHOB]
b. BucHOBoK 1po YYTIIMBICTh 3pO6JICHO Ha OCHOB]

KOH®IJIEHIITHO
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CIOCTepIraeThes, ciliy nposecTy TIOBTOpHE TeCTyBanHs, a y pasi MITBEPIKEHHS — BIANpaBHTH Y
pedepenTny naGoparopiio.
d. I'paHuyni 3Hayenns CTOCYIOThCA 1060BOI BHYTPINIHEOBEHHO] no3u 1 r x 1 Ta BHCOKOT 1031
lloHakMeHme 2 rx 1.
Kiiniyna edbexmusnics mo 0 OKPEMHX ITATOreHiB
[Moumpenicts HabyYTOi Pe3HCTeHTHOCT] MoYe 3MIHIOBATHCS 3aM1EKHO Bijy reorpaigHoro periony, a s OKPEMHX
BHIIB — 3 IUTHHOM acoM, TOMy NOCTYNHICTE MicieRol HpopMmartii BinHOCHO PE3HCTEHTHOCT], 0COGIMBO MpH
JIKYBAaHHI TSHKKHX iHdexwii, € GaxaHow. SIkimo Micuera NOLTHPEHICTS Pe3HCTEHTHOCT] Taka, 1110 KOPHCHICTE

Le(TPHAKCOHY, IIOHaIMEHIIIe A15 NESKNX BHJIIB iH(eKi, ¢ CYMHIBHOIO, CJ1ij 3BEPHYTHCSI 10 eKCTIEPTIB,

Yyrausi Baau ]
I'pamniosutusni aepo6n

Staphylococcus aureus (MeTmumiHgy TIHBHI)*
Koarynasoneratusni craginokoxu (MeTHImIIHYYTIHE]) £
Streptococcus pyogenes (rpyna A)
Streptococcus agalactiae (rpyma B)
Streptococcus pneumoniae
Streptococci rpynn Viridans
I'pavMueratusni aepoou

Bonelia burgdorferi

Haemophilus influenzae

Haemophilus parainfluenzae
Moraxella catanfialis

Neisseria gonorrhoea

Neisseria meningitidis

Proteus mirabilis

Providencia spp

Treponema pallidum

Buu, Habyra pesucrenraicrs AKHX MOxe OyTH npo6iemoro
I'pammniosuTissi aepo6u
Staphylococcus epidermidis®
Staphylococcus haemolyticus*
Staphylococcus hominis*
I'pamueratsni acpoou

Citrobacter freundii

Enterobacter aerogenes

Enterobacter cloacae

Escherichia coli’®

Klebsiella pneumoniae”

Klebsiella oxytoca™

Morganella morganii

Proteus vulgaris

Serratia marcescens

AHaepobu

Bacteroides spp.

Fusobacterium spp.

Peptostreptococcus Spp.

Clostridium perfringens

3a npuponoio pesucrenTi oprasismMmu
I'pamnosuriesi aepobu

Enterococcus spp.

Listeria monocyro, genes

I"'pamueraTigHi aepo6u
Acinetobacter baumannii
Pseudomonas aeruginosa

KOH®IZIEHIIITHO
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Stenotrophomonas maltophilia

AHaepobu
Clostridium difficile

Tnmi:
Chlamydia spp.
Chlamydophila spp.

Mycoplasma spp.
Legionella spp.

| Ureaplasma wrealyticum _
* Bei pesmcrenTsi 1o METHIHIIIHY cTadiloKOKH € PC3HCTCHTHUMH 210 HedTpHakcony.

" KoeinienTn pesucrentrocr >50 % monaitmenme B OZTHOMY DErioHi.

* Iramu, mo Tponykyiots BJIPC, 3agxmm pesncrensi

2 DapMakoKineTAuui BIACTHBOCT

BemoxTyBanns

BuyTtpimnnosenno

ITicns BBenenns ueTpuakcony y Burmsn BHYTPINIHBOBEHHOT GOTIOCHOT 103H 500 mri 1 r cepenni mikosi PIBHI
UC(PTPHAKCOHY B TUIA3MI CTAHORISTE 6rm3pko 120 i 200 mr/n BiAmoBigHo, ITicis BHYTDILIHBOBEHHOT iH(ys3ii
uepuakcony 500 mr, 1 ri2r PiBHI e TpHaKCOHy B mnasmi CTAHOBIIATE 6u3bko 80, 150 1 250 M/ BIZIOBiZHO.
Posnonia

Ob'eM posnominy ueTpHakcoHy cramoBHTE 712 1. Konnentpanii, sixi 3uauno TICPEBUILYIOTh MIiHIMAJbH]
IHTIOYT0Ui KOHLeHTpanii mis Giisimocti aKTyalIbHUX TaTOTCHIB, BHSABIAIOTHCS B TKaHMHAX OpraHizmy,

Iinsumenns cepenaboi mikopoi KOHIICHTpai B mmasmi Ha 8-15 % (Cnax) BUsBNISIETHCS TP TIOBTOPHOMY
BBE/ICHHI; CTaH PIBHOBAIM [IOCSTAETHCH B OutbocTi BHNAKiB NpoTsaroM 48-72 romun 3anexwuo Bill LUIAXY

IpounkHenns B OKpeMi TKAHWHHA

Hedrprakcon nponnkae B Moskosj obononk. [TpoHnkHenHs € HaHOIMBIINM Ipy 3anaseHHi 060I0HOK.
Cepenni mixosi KOHIeHTpanii uedrpnakcony s CIIHHHOMO3KOBIH pinuHi y namientip 3 Oakrepiansaum
MCHIHTITOM CTaHOBIATE 10 25 % T1a3MOBOTO PiBHS B NOPiBHSAHHI 3 2 % TJIa3MOBOTO PIiBHS y NAMi€HTIR 3
oGononkamu Ge3 3ananenns. ITik KOHIEHTpauii neprpuakcony s CIIMHHOMO3KOBIH piiHHi focsTaeThes
NpHOIH3HO wepes 4—6 romuy OiCNS  BHYTPIIIHEOBEHHO] in'exuii. Iedrpuakcon TIPOHHKae yepes
IJ1aueHTapHuii 6ap'ep i BHOingeThCS B TPYIHE MOJIOKO B HH3BKHX KOHUEHTpauisx (mus. Po3nin 4.6).
3B'H3VBaHNA 3 Ginkamu

Iledrpuakcon o6oporso 3B'A3YETBHCA 3 ALOYMiHOM, 3B'13yBanns 3 Ginkamu miasmu CTaHOBHUTH OJIM3bKO
95 % npu KOHUEHTpauii B mnasmi Hikde 100 mr/. 3B'13yBaHHs € HaKONHHYYBabHUM, a 3B'13aHA YaCTHHA
SMCHIIY€ETBCS 31 3DOCTAHHSIM KOHLEHTpawuii (1o 85 % npu KOHLIeHTpawii B mya3mi 300 Mr/n).

Biomauc@gmam‘g

Bugenenns

ITnasmoBHii xtiperc saramsaoro uedTpHakcony (38'13aHoro HE3B'SI3HOT0) CTAaHOBHTH 10-22 My/xB. Hupkosuii
KIIPEIC CTAHOBUTH 5—12 m/xs. 50-60 % UC(TPHAKCOHY BHBOIMTLCS Y HE3MIHCHOMY BHUTVIS 3 ceyero, B
OCHOBHOMY IUISIXOM KIIyGOYKOBOT (utbTpanii, B Toi uac sx 40-50 % BHBOJUTBCS B HE3MIHEHOMY BHIUIAN] 3

KOH®IJIEHIIMHO




S

Moayns 1.3 Tpiakcon (Triaxone), 1r, CTEPHILHHIE TIOPOMIOK s PO3YHHY 015t B/B iH’ekniii  muneny 2 O
Hedrpuakcon (¥ Burasai uerpuakcony HaTpiio) 2021 p. QA

(pakuii ueTpHakcony, mo CHIPHAE TIAPaIOKCATLHOMY IPHCKOPEHHIO 3aralbHOrO  KIPEHCY mpenapary 3i
301IbLICHHAM 06’eMy posrioniny MapanenbHo 3arallbHOMY KITipeHcy.

Jlonu gitunoro BiKy
MOJIOZIMX JIOPOCITTHX,

it

KOPOTILHiA, Hix y HOBOHApPOKEHHX 1 710 ,

ITnasmoBwmit kmipenc i 06'em PO3N0/1LTY 3aransHOro UedTPHAKCOHY y HOBOHAPO/DKEHHX, MiTel IpyHOro BIKY i
CTapIIiX JiTe GUtbmmii, mix Y A0poCiHX.

Jinilinicrs/neiniiinicrs

PapmakokiHeTHka He(TPHAKCOHY Mae HemiHiH i XapakTep, i Bci OCHOBHI hapmakoxineTHuni TlapaMeTpH, 3a
BHHATKOM niepiofy HanjBBHBcncmm, € N0303IC)KHUMH, BUXOI9YH 13 3arabHUX KOHLCHTpaLLii npenapary, 3i
30UIBIICHHAM MeHImIe Hiv TPONOPLIFHO 103i. HeniniiinicTs ¢ PC3YNIBTATOM HACHYCHHS 3B'I3yBanHs 3 Olkamu
TIa3MH i TOMy BnacTHBa s 3araJlbHOrO ILIa3MOBOIO UCHTPHAKCOHY, a He s BilbHOrO (HesB's3anoro)
uedrpuakcony.

Dapmakokinernunmii/da MaKOJAHHAMIYHHI 3B's130K

Sk 1 B iHmmIX beta-naxramis, dJapMaKOIdHCTH‘I}mﬁ-d}apMaKOD,m-iammﬂiﬁ IHIIEKC, 110 ACMOHCTPYE HaiKpary

G e 2APMALIEBTHUHA THOOPMALLS

TapCHTCpaIbHE XapuyBaHHs (uB. Posim 42,43,441a428).

Sx1mo npusnaveno JIKYBaHHSA e TPHAKCOHY B KOMGiHAL] 3 IHIITHM aHTHOI0THKOM, BBE/ICHHS HE TIOBHHHO
BinOyBatucs B OZHOMY nIMpHLi 260 B 0HOMY iHOYsiHHOMY po3ymHi,

Ieit nixapcekmii 3aci6 we C/IiJ 3MINTYBATH 3 iHIIHMY TKapCEKUMH 3acobamu, kpiM 3a3HayeHHxX y Poznini
6.6.

6.3 Tepmin npuanamnocri

36 MICALIB 3 JaTH BHrOTORNEHKS.

XimivHa Ta ¢izuyna CTabinbHicTh iy wac BHKOPHCTaHHSA BiIHOBIEHOrO
ITPOZICMOHCTPOBAHA TPOTArOM IOHAiMEHIITE 6 romMH mpu kimmaTHIl TeMmnepatypi
XOJNOMHMIBHHKY (IIpH Temneparypi 28 °%€)

KOH®IAEHIIITHO
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Mopayns 1.3 Tpiakcon (Triaxone), Ir, CTCPHIBHHH MOpoIoK q1a PO3YMHY N5t B/B iW’ekuiii  nunens 4 /

Hedprpuakcon (y BUIIsI ueTpuakcony HaTpiw) 2021 p.

.\I'.K;‘

3 MikpoGiooriunoi Touky 30py IPOAYKT ciif BHKOPHCTOBYBaTH Heraiino. Slkuo ne BHKOPHCTOBY€EThCS
HCTalHo, Yac Ta yMoBH 30epiranus 1o BHKOPHCTAaHHS € BIANOBIganbHiCTIO KOPHCTYBaYa Ta He NMOBMHH]
TPHBATH NOBLIE Yacy, 3a3HAYCHOTO BHILC, 1151 3a0e3nevenns Ximivnoi ta OGi3uyHOT cTabinbHOCT] Ti)1 yac
BHKOPHCTaHHS3,

36epiratu npu Temnepartypi Hmxkye 30 °C. B 3aXHIICHOMY BIJ CBiTJIa Ta Teruia Miciyi.

% Tun 1a Bmicr VIIAKOBKH

s BHyTPimHBLOBeHHO} in’exnii
Ir Tpiaxcony PO3YMHHTH y 10 Mu1 Bogwm juig 14 exiit. Pozuny CJILZ BBOAUTH IIPOTATOM 5 XBMIIMH
6esnocepeno y BEHY a0 LUIIXOM BHYTPIlIHEOBEHHO] 1HDy3ii.

Bynb-sxi HEBHKOPHCTaH] 3aMuIIKK a6o Bigxomu NOBHHHI O6yTH yTHII30BaHi BIANOBINHO 10 MicLeBHX
BHMOT.

{ BJIACHUK PECCTPAHINHOIO HOCBITYEHHS

lang ®apmacrrotikan Innactpis - [ikynsdap
Hirnara, Earport Crpir, Pac Ans Xaiima - O6’ennani Apa6erki Emiparu
I1.0. Boxkc 997/

Gulf Pharmaceutical Industries - Julphar

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

P.O. Box 997

Ten.: (9717) 2 461 461
Daxc: (9717) 2 462 462

HOMEP() PEECTPALIIMHOrO HHOCBIIYEHHS
3279-4208-6

06 JIumus 1999

10. JATA OCTAHHBOT O HEPETIISITY

15 JIunns 2021

KOH®IIEHLIIITHO
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IHOOPMALILA JUUIS TTALIICHTA

Tpiakcon
(Triaxone) 250 mr, 500 mMr ago 1 r

Crepuabnuii mopomox aus PO3YHHY N9 in’ cruiii Hedprpuaxcon (y urnasgi ueTpHakcony HaTpiIo)

YBakHo npounraiite nei JHCTOK-BKIAIKY B MOBHOMY 06cssi, MepUWl HiX BHKOPHCTOBYBATH Ieii

IM, HaBiTb SIKIO IX CUMITOMK 3aXBOPIOBAHHSI TaKi X, 5K y Bac.

- SIkmo y Bac BHHHKIH Oynb-sKi mo6iymi PeaKuwii, 3BepHiThCs 10 Bamoro JiKaps, hapmanesrta abo MEJICECTPH.
Ie crocyerses 6y ap-nxux MOXIMBHX NMOGIYHHX peakiiii, He 3a3HaYCHHX Yy ubomy indopmaniiinomy JIHCTKY.
HuB. posnin 4.

Ska inopmanis Micturbes Y ubomy indopmaniiinomy JHCTKY:

1. o Take Tpiaxcon/Triaxone Ta AT 9OTO BIH 3aCTOCOBYEThCS

2. o Bam noTpi6HO 3HaTH TIEPENL 3aCTOCYBaHHAM JIKapCHKOro 3acoby Tpiakcon/Triaxone

3. fx 3acrocoByernes Tpiakcon/Triaxone

4. Moxmisi no6iymi peakuii

5. Sk 36epiratn Tpiakcou/Triaxone

6. Inma inpopmanis

1. IITo Taxe Tpiakcon/Triaxone Ta AJIs1 HOT0 BiH 3aCTOCOBYETBCH

Tpiakcon — aHTHOIOTHK, 1110 3aCTOCOBYETHCS JIOPOCIIHM Ta JIiTAM (y Tomy yncni HOBOHapokennm). Horo
poboTa nonsrae y suumenni OakTepiif, sxi BuKkMKaOTH iHpexuii. Hanexwurs no IPYNH JIKapChKHX 3ac06iB,
AKi Ha3HBAIOThCH uedanocnopuHamu,

Tpiakcon 3acTocoByerbes nus JIKYBaHHs iHpexuiii:

* MO3KY (MEHIHTIT);

* JIETEHIB;

* CePEAHBOTO ByXa;

* UCPEBHOT IOPOKHHUHH i YePeBHOT CTIHKH (mepuronir);

* CCYOBHBIIHHX IIUISXIB i HHPOK;

* KICTOK Ta Cyrio6is;

* IKipy 260 M’SKHX TKAHHH;

* KPOBI;

* cepus.

Horo mo:xna 32CTOCOBYBATH /IS

* JIIKyBaHHs crienudiyamx iHOekuii, mo nepeaaroThes CTaTeBUM IUISIXOM (TOHOpes Ta cHimic);

* JIKYBAHHS NMALIIEHTIB 3 HU3BKUM PIBHEM IieHKOUHTIB (Hefrponenis), sixi Marots i IBHILIEHY TEeMIIepaTypy
uepes OakTepianbHy indekwuiio;

* MKYBaHHS iHpeKii TPYAHOI KIITKH y I0pOCInX 3 XPOHIYHHM GPOHXITOM;

* JNiKyBaHHS XBopo6u Jlaiima (cripuunsenoi ykycamu KIIIiB) y Aopociux Ta HITEH, B TOMYy w4ucni
HOBOHAPOJLKCHHX BIKOM Bix 15 nuis;

* 3an006iranns inpexism HiJ 9ac onepari.

2. o BaMm noTpidHo 3HaTH TIEPE 3aCTOCYBAHHAM JTiKAPCHLKOIo 3aco0y Tpiakcon/Triaxone \
Bu ne nosunui oTpumyBaTH Tpiakcon, sxumo:

* Y Bac anepris Ha nedrpuakcon a6o Oynb-skuit iHIIHiT IHTPEIiEHT 1hOTO TKapChKOro 3aco0y (BKa3aHmif y
po3aiii 6); Q@
* y Bac Oyna pamroBa aGo Baxka aNEpriyHa peakuis Ha NEeHIMHIH noxiGHi anTHGiIOTHKH (TaKiwsK N
uedarocnopyny, xapbanenemu a6o MoHObakTamMH). O3HAKH BKITIOYAIOTE panToBuii Habpsk ropna ab k\
obimaus, sxmit Moske YCKIIAIHATH MXaHHS YH KOBTaHHS, panToBuit Habpsik pyk, cron i TOMUTOK, a TaKom \>
CHIILHUH BUCHIL, AKHii IIBHJIKO PO3BHBAETHCS;

* ¥ Bac anepris Ha JTigokain, i Bam ciix BBecTH TPIaKCOH y BHIVISIAI BHYTPIlIHBOM’ 13080 11 exuii.

Tpiakcon ne cain NPH3HAYATH HEMOBJIATAM, SIKIIO:

* ANTHHA HAPOJMIIACh NIEPETUACHO;




A
" IMTHHA € HOBOHAPOMKEHOIO (10 28 1HiB) i Mae neBHi NpO0JIEMH 3 KPOB’10 YM SKOBTAHHMIIIO (moxosTiHHg S
wKipH abo GuIkiB oueit), aGo HOMY HEOOXiJHO BBECTH BHYTPILIHBOBCHHO JKapchKHit 3acif, mo MicTHTh
KambIlii, '
3acrepexeHns Ta 3an06ikui 3ax01H i1 Yac 3aCTOCYBaHHs
Iepen 3actocypanmsam Tpiakcony 3BepniThes 10 nikaps, papmanesra a6o MEJICECTPH, SKIIO:
* HCIONABHO BH OTpUMaiN abo MIaHy€eTe OTpHUMATH JIKAPChKI 3aC06H, AKi MICTSTH KaNbIiiii,
* HCIIONABHO y Bac Oyia miapes micns npuiiomy aHTHGIOTHKIB, Y Bac Oynb-komu panime Gynu npobiemu 3
KHIICYHHKOM, 30KpeMa KOJIT (3ana/ieHHs KHIICYHHKA);
* BU Ma€Te npoOiIeMH 3 NEYiHKOI0 abo HUpKamu (JiuB. Po3nin 4);
" ¥ Bac € )KOBYHI kKaMeHi abo kameHi B HHUpKax;
" Y Bac € IHONi 3aXBOPIOBAHHS, Taki AK IeMOJITHYHA aHeMis (3MCHLICHHSA KiIBKOCTI C€PUTPOLMTIB, fAKi
CHPHYHHAIOTE HabyTTs MIKIpoIo 611i710-%0BTOTO BIATIHKY Ta BHKJIMKAIOTH CNa6KiCTh Yu 3aJIUILKY);
* BH nepebyBaeTe Ha Ji€Ti 3 HU3BKHUM BMiCTOM HaTpilo;
* BH MaeTe abo paHile Maau KoMGiHalio OyaB-IKHX 3 HACTYITHHX CHMIITOMIB: BHCHII, YEPBOHMIT KOJIip 1IKipH,
nyxupi Ha rybax, owax i B POTi, JylIeHHs WIKIpH, BHCOKa TEMIICpaTypa, IpUNONOAiOHI CHMITOMH,
I ABHILICHHIA piBeHsb hepMenTin TICYIHKH, 10 CIIOCTEPIraeThes B aHAMI3aX KPOBI, 1 301IBIICHAS KiNbKOCTI Gimmx
KPOB’SHHX Tinens (eo3unodinis) i 36inbmenns JMPATHIHKX BY3/1iB (03HAKH TSHKKHX IIKIPHUX peakiliii, 1uB.
TakOX po3ziin 4 «Moxnusi no6iumi peakuii»).
Hxmo Bam norTpiden ananis KpoBi a6o ceui
Axmo Bu orpumyete Tpiakcon TMPOTArOM TPHBAJIOTO Yacy, BaM MOXE 3HAN0OMTHCS PEeryJsipHO 37aBaTH
aHani3 kposi. Tpiakcon Moxe BNIHBATH Ha Pe3yNbTaTH aHANI3IB eyl Ha IYKOp Ta aHA3 KPOBI, BiTOMMIi gK
tect Kym6cea. SIkmo By 3naete ananizu:
* MIOBIIOMTE JIFOHHI, siKa Gepe ananis, mo Bam aaBamu Tpiakcon.
Slxmio y Bac miaber a6o Bam NOTPIGHO KOHTPOMIOBATH PIiBEHD TTIOKO3H B KPOBI, HE CJIiJl BAKOPHCTOBYBATH
NEBHI CHCTEMH MOHITOPHHT'Y PiBHS INTIOKO3H B KPOBI, 5IKi MOXYTb HENPABHIILHO BH3HAYATH PIBEHB I'TIIOKO3H B
KpOBI I 4yac mpuitomy uedTpuakcony. Skmo Bu BHKOPHCTOBYETE TakKi CHCTEMH, IepeBipTe IHCTpPYKLIT 3
BHKODHCTaHHA Ta IOBIZOMTE BAaILIOrO nikaps, ¢(apmanesra a6o MezacecTpy. 3a HeobximHocTi ciin
BHKOPHCTOBYBAaTH aIbTePHATHBHI METO/M TECTYBAHHS.
Hirn
Ilepen 3acrocyBannsam Tpiakcony y Bamoi qurunu 3BEPHITBCA JI0 JTiKapst, hapmanesTa a6o MEICECTPH, SKIIIO:
" HEIONABHO oMy / iif BBenM aGo mIaHylOTs BBeCTH BHYTPIIIHEOBEHHO JIKAPChKMI 3aci6, MmO MicTHTE
KaJbILiii.
Inmi mikapcenki 3aco6u Ta Tpiakcon
Iosinomte Bamoro nikaps wum dbapmanesra, sxmo Bu NpUAMAaETe, HENIOAABHO NpHAMATH 260 MorH
NpUHMaTH Oyab-aKi iHII JTiKH.
30kpema, noBigoMTe nikaps abo apmanesTa, SKmIO BH npuiMaete 6y1b-sKi JiKH 3 HACTYIIHOTO nepeniky:
* BUJI aHTHO10THKa, KMl HA3UBAETHCS aMIHOTJTIKO3MIOM;
* aHTUOI0THK IiJ1 Ha3B0IO XJI0paM(EHIKOI (3aCTOCOBYETHCS 1 JIKyBaHH# iH(peKiii, 30kpema, OYHHX).
Barituicrs, rpyane BHTO10BYBaHHS Ta QepPTHILHICTH
Sxmo By BaritHi a6o roxyere TPYAmIo, BBaXKA€ETE, MO Moxkere GyTH BariTHi abo TUIAHYETE HAPOJDKYBATH
AUTHHY, IPOKOHCYJILTYHTecs 3 TikapeM nepes 3aCTOCYBaHHAM LIbOTO TIpenapary.
Jlikap posrisse criBBigHOmEHHS TIEpeBar Bijl BaIlIOro JTiKyBaHHsI TpiakconoM Ta pusmkis s Bamoi JINTHHH.
Kepysanns Tpancnoprauvu 3aco6amu ta Po0oTa 3 aBTOMATHYHHMH MexaHizMaMu
Tpiakcon moxe BukIHMKaTH 3allaMopocHHA. SKINO y Bac 3amamopoueHHs, He KepyHTe aBTOMOOiNIEM i He
BHKOPHCTOBYHTE Oy 1b-sIKi iHCTpyMeHTH 260 obnagHanHs. 3a HasBHOCTI X CHMIITOMIB 3BEPHITBCA 10 JKaps.

3. Sk 3acTocoByeTBCR Tpiakcon/Triaxone

Tpiakcon 3a3Buuaii BBogUTECS nikapeM abo MeacecTporo. Horo moskua BBOJIUTH HACTYITHUM YHHOM:

* 32 JIOIOMOr 010 KpanenbHHIi (BHYTPilIHEOBEHHA iHQy3ia) abo y Burmsai in’exnii GesnocepenHbo y Beny abo
"y M’A3.

Tpiakcon rorye nixap, (apmanesT abo Mencectpa. Moro ne 3MIIIYIOTh 3 iHIIMMH npernapaTaMi Ta He
BBOZIMTATE OZIHOYACHO 3 iH’€KIiAMH, 1110 MiCTSTE KaJIbIii.
3Bu4aiina g03a

Bami nikap Busnaunts NpasuiIbHy no3y Tpiakcony 1a ac. J{o3a 3amexartume BiJl TSDKKOCTI Ta THITY 1HOeRyT;
BIZ TOTO, YU TIpHiiMaeTe BH Oyab-sxi inmi aHTHOIOTHKY; Bin Baru Ta BIKY; BiZl TOTO, HacKimbkn n06p
TpaUioOOTh Balll HUPKK Ta medinka. KimbkicTs MHIB ab0 TIDKHIB, NPOTATOM SIKEX BH OTPUMYBaTHMETe
Tpiaxcon, sanexurs pin TOro, sIKa y Bac iH(eKIis.

Hopocai, moan noxumnore BiKy Ta nitm Bikom Bix 12 POKiB 3 Macor Tina Giabmow a6o piBHOIO 50
Kijgorpamis (kr):




*BiZt 1 10 2 T oamnu pas Ha nens B 3QIICKHOCTI BIJI TSHKKOCTI Ta THIy iHpekmii. Skmo y Bac IH(eKIis B TKKIlN
hopmi, Bam nikap macth Bam Ginem BHCOKY 103y (10 4 r oguu pa3 Ha AieHB). SIkmo Bama no6osa no3a
NepeBuInye 2 r, BU MOkeTe OTPHMYBATH 1i Pa30BOIO 103010 OAHH Pas3 Ha JIeHk abo JIBOMa OKpeMHMH J103aMH.

HoBonapokeni, nemosasita Ta AITH BikoMm Bin 15 auis 1o 12 POKIB 3 Maco1o Tina menme 50 kr

iHbekuii. ko y Bac IHpEKLis B TaKKii hopmi, Ba nikap npusHauMT Bam 6inbm BHCOKY 103y 10 100 MI
Ha KOKCH KI' MaCH Tifla MaKCHMYM 710 4 T o1uH pa3s Ha neus. SIkmo Bama no6osa no3a nepepunye 2 r, Bu
MOKETE OTPHMYBATH ii Pa30BOIO 103010 OMH Pa3 Ha ieHb abo 1IBOMa OKpEMHMH J103aM.

* litam 3 Macoro Tina 50 kr i Ginpire CJILJL BBOJIHTH 3BUYAHHY 103y JUIA 10OpOCTHX.

Hosonapoxxeni nitn (0-14 nuis)

= 20-50 mr Tpiakcony na xoxen kr macy Tina AHTHHH OJIHH pa3 Ha ACHb B 3AJICKHOCTI Bijl THKKOCTI Ta TUIY
iHbexuii. '

* Maxcumansha 1060Ba 103a He TIOBHHHA NEPEBHILYBaTH 50 Mr Ha KOXEH KT Bary JINTHHH.

Jxoan 3 posnanamu nevinkn Ta HHPOK

Bu moxere OTPHMYBATH J103y, AKa BiApi3sHAETHCH BiJl 3BHYaliHOi 103W. Bam NiKap BHUPININTE, CKiTBKH
Tpiakcony Bam 3HaNOONTRCH, | peTenbHO ornsme Bac B 3QJIC)KHOCTI BiJI TSIKKOCTI 3aXBOPIOBaHHS MEYIHKH Ta

Sxuro npuiinanm 6inbime Tpiakcony, mix cain

SIKmo B BUMankoso OTpuManH Ginbiue npusHayeHof A103H, HETalHO 3BEPHITHCS 10 nikaps abo HaiGmmkgoi
JiKapHi.

Sxmo Bu 3a6ynan npuiinaTi Tpiakcon

SIxmio BM mponycTuan 1H’€KIIiI0, BH TIOBHHH] 3poGuTH 11 siKoMora mBHIe. Onnax, ko Maibke HacTas yac
AVl HACTYNHOI 1H’exnii, mponycrits nponyuieny in’ekuilo. He mpuitmaiire NOABIAHY 2103y (mBi iH’ekmii
OZIHOYACHO), 06 KOMIIEHCYBaTH TPONyIIEHY [03y.

SIxumo BY npunuHAIH 3acTocysanns Tpiakcony

[punuusiite npuiiom Tpiaxcony Buxmouno 3a Bkasiskoio BAIIOro JiKaps.

Sxumo y Bac BuuukaoTs AONATKOBI NMHTAHHSA 110110 NpHHOMY IbOro JikapcsKoro 3acoly, 3BepHiTHCH
/10 CBOTO JKAPS YH Me/CecTpH.

4. Moxausi noGiuni eexTH

SIx 1 Bei miku ueit mikapebKkuii 3aci6 Moske BHKJIHKATH 110014Hi peauii, xoua e y Beix nauienTis.

Ipu 3acTocysanni nporo JKApCHKOTO 3ac06y MOKYTE BHHHKHYTH HaCTyIHI MoGi4Hi peakuii:

JlixyBanns e TPHAKCOHOM, 0cOBIHBO Y MALIEHTIB NOXWIOTO BiKy 3 CepHO3HUMH NpobremMamu 3 HUpPKaMH
abo HEPBOBOIO CHCTEMOTO, PIZIKO MOX€ CIPHYHHHTH 3HIDKEHHS CBIZIOMOCTI, aHOMaJIbHi PYXH, 30yKeHHs Ta
CYZOMH.

Tsxxki anepriuni peaxuii (aeBinomi, HasBHi naui we AO3BOJIAIOTH BH3HAYHTH YacTOTY NOSIBH)

Ko y ac cuibHa anepriuna peakuis, HeraiiHo moBizomre TpO 1e JiKaps.

Ho 03H3aK MOXYTH HanexaTu:

* PanToBHi HabpsKk 06mHyys, ropna, ry6 uu pora. Ile Mosxke ycknagauTH JMXaHHS YU KOBTaHHs;

* Panrrosuii HaGpsik pyk, cTom i rominok.

Tsukki wkipwi peaxmii (weBinomi, nasiBni nani me 103BONSIOTE BH3HAYHTH YaCTOTY MOSAIBH)

Sxmo y Bac cunsua LIKIPHA peaKilis, HeraifHo MoBiZOMTe TIPO 11 JiKaps.

Ho 03HaK MOXyTB HanexaTH:

* CHIIbHUH BHMCHII, KU MIBHIKO PO3BHBAETHCS, 3 MYyXHUPAMHU a60 NyIeHHaM WIKIPH i, MOXJIHBO, NYXHPSIMH B
poTi (cuHapOM Crisenca-/[xoHcoHa i TOkCHYHMiT e IepMaTb HHit HEKPOJI13, AKi TaK0XK BizoMi sik CCIli TEH).
* KoMb6iHanis 6y ab-sKuX 3 HACTyNHAX CHMNTOMIB: OGIHpPHUIT BHCHI, BHCOKa TEMIIEpaTypa Tina, MiABUIIEeHHSs
PIBHA (epMeHTiB NeYiHKH, aHOMalii Kposi (eosuno(inis), 36inpmenns JMM(AaTHYHUX By3MiB Ta YpaXkKeHHs
IHIINX OpraHiB Tina (peakuis Ha JMKapChKHii 3aci6 3 CO3UHODITIEIO Ta CHCTEMHUMMU CHMIITOMaMH, fKa TAKO3K
BiZIOMa SIK CHHIPOM rinepyyTIHBoCTi 10 MKapCchKOro 3acoby):

* Peakuis Apnma-Tepxereiimepa, sika BukmKac FapsKy, 03H00, rooBHuMit 6inb, Ginp Y M’si3aX Ta IUKipHHMi
BHCHII, AKHH 3a3BHuail 3HHKae caMocTiiiHo. [e BinOysaerncs He3abapoM micis MOYaTKy JIIKYBaHHS
uedTPHAKCOHOM NpH iHeKwisx 3i cnj POXETaMH, TakHX Ak XBOopob6a Jlaiima.

Inmi Moknugi noGiuni peakmii:

HAyxe wacti (MoxyTh Bpaxkath 10 1 3 10 oci6): !
* aHOMaJbHA KINBKICTH NEHKOIMTIR (3MEHIICHHS NeHKOUHTIB i 301TbLIEHHS €O3MHODIIB) Ta TpoMBo
(3MeHImECHHS TPOMGOLHTIR).

* HeoopmIIeHHIA cTY abo niapes;

* 3MIHH ITOKa3HHKIB aHANI3iB KpOBIi Ha yHKLIT neyinku;
* BHCHII.

Yacro (MoxyTH BpaxkaTn 10 1 3 100 ocid):




* rpubkoBi indekuii (nanpukinaz, MOJIOYHHIIA); \, .
* 3MCHLICHHS KUILKOCTI JICHKOLMUTIB (rpanynormTonenis); A
* 3MEHIIICHHSA KUIbKOCT] €pUTPONHTIB (aneMis);

* IPOGJICMH 31 3ropTaHHsaM KpoBi. J{o 03HaK MOXYTh Ha/le)KaTH CHHII 1 JICTKuii 6intb, a Takox Habpsik Cyrnobis;
* TOJIOBHHIT 6inb;

* 3aIaMOPOYCHHS;

* He3/1y’KaHHA ab0 3aXBOPIOBaHHS;

* cBepOiK;

* 6116 a6o mekyye BimayTTS B3MOBK BCHH, B AKy BBo/MBCA Tpiakcon. Bink y Micui seenenus 10’ exuii;

* BUCOKa TeMIeparypa (rapsyka):;

* AHOMJIbHUH NOKa3HUK QYHKLIT HUPOK (11 ABHIIEHHMIT PiBEHb KpeaTHHiHy B KPOBi).

He 4acrto (MoxyTs Bpakats 10 13 1 000 ocib):

" 3aNAJICHHS TOBCTOIO KHMIICYHHKA (TOBCTOI KHIIKH). JIo 03Hak Hanexars Aiapesi, 3a3BHYail 3 KPOB'I0 Ta
CIM30M, OiIb y IUIYHKY Ta rapsiuxa;

" yCKIaaHCHE IuxanHs (bponxocnasm);

* ropOKyBaTHii BHCHII (ypTukapisi), skuii MOke OXOMHTH BEJIMKY HacTHHY BAIIOro TiNa, CIIPHYMHAIOYH
CBepOikK 1 HabpsK;

* KpoB abo 1mykop y Bawiii ceyi;

* HaOpsK (HAKOMHYCHHS PifHHH);

* TPEMTIHHS.

Hesinomo (wasiBni nani ne xo3sonsirors BH3HAYHTH YaCTOTY NOSABH)

* BTOPHHHA 1H(EKIIif, sIKa MOXE He BiANOBifaTH Ha aHTHOIOTHK, IPH3HAYEHHIT paHilie;

* popma aHeMii, npu sxiii PYHHYIOTBCA €PHTPOLIUTH (reMOJiTHYHA aHeMis);

* CHJIbHC 3HMKCHHSA KUIBKOCT] JICHKOIMUTIR (arpanynommTos);

* CYIOMH;

* BEPTHTO (BIAYYTTS 0GEepTanHs);

* 3aNICHHA NiANUIYHKOBOI 3a103u (mankpeatnt). O3HaKM BKIIOYAIOTH CHIILHHIL Oinb y mutymky, sxmii
TNONIHPIOETLCA HA CIIHHY;

* 3AMAICHHS CM30B0i 000IOHKH poTa (CTOMATHT);

* 3aNAICHHA s3HKa (rJ10cHT). O3HAKH BKIIFOYAIOTE HaOpsIK, NOYEPBOHIHHA Ta 60IOUiCT A3HKa;

* PO371ajii KOBYHOTO MiXypa Ta/abo mewiHkw, sKi MOKYTE CIPHYHHHTH Oinib, HYNOTY, GMOBAHHS, KOBTIHHS
IIKipH, CBepOiXk, He3BHUANHO TEMHY Cedy Ta KaJl INIHHHCTOIO KOIbOpY;

* HEBPOJIOTIYHHIA CTaH, IKHIl MOXKeE BHHHKHYTH y HOBOHAPOIDKEHHX 3 TSHKKOIO HOBTSHHIICIO (xepHikTepyc);

" PO3JIaiM HMPOK, CIPHYHHEHI BiAKIaqeHHAMH e TpHaKCOHy-KanbIiiio. Moske Oyti npucytrimM 6ine npu
NPOXOLKEHHI BOaH (ceui) a6o Manwii Buxix ceui;

* XHOHOTIO3HTHBHI Pe3yNbTaTH B TeCTi Kym6ca (rect Ha mesiki npo6nemu 3 KpOB’10);

* XHOHONO3UTHBHMI pe3ynbTaT Ha TajlakTO3eMilo (aHOMaJIbHE HAPOCTAHHS LYKpy I'ajakTo3H);

* Tpiakcon Mosxe nepemkomkaTy TPOBC/ICHHIO NESKHX BHIIB aHANI3IB Ha TTIOKO3y B KpOBi — Oynb nacka,
3BEPHITHCA 10 JIKaps.

Hosizomaenns npo mo6iymi peakiii

Sxmo y Bac BUHMKIM Gy ab-sKi MOGIYH] peaxuii, 3BepHiTbCA 10 Baworo i kaps, papMmanesTa ao MezcecTpy.
Le crocyeTbes 6y ap-1Kkux MOMKITHBHX NOOIYHHX peakuiif, He 3a3HaYCHHX Yy ubOMy iHpopMariiiHomy JIHCTKY.
Bu Takox mMoxere nosinomuTy 1o Mobi4Hi peakii 6esnocepenbo yepes:

inpo3nin (hapmakonarisay Ta BHpo6iB MexmuHOrO NpH3HAYEeHHsA

Bimin nikapesknx 3acobis — Minicrepcrso oxoponn 3nopoB'ss OAE

Capsiya jinis: 80011111

Email: py@mohap.gov.ae

ITomTosa ckpunbka: 1853, Hyb6ai, OAE

[osinomnsroun npo noGiuni peaxuii, BH MoxeTe HazaTH A0NaTKOBY iHOpMALi0 1010 Ge3neyHoCT] mBOro
JIKapCHKOro 3acoby.

5. Sk 30epiratn Tpiakcon/Triaxone

- 30epiraiite ueit nikapcrkuii 3aci6 nojiani Big nitei.
- He 3acrocosyiite ueit JIKapChKui 3aci6 micns 3ABCPLICHHA CTPOKY NPHAATHOCTI, BKA3aHOT'0 Ha KapTOHR
ynakoBui Ta Ha ¢uakoni. Jlata 3aBEPUICHHs CTPOKY NPUAATHOCTI — OCTaHHIi IeHh BKA3aHOT0 MicsI1s.
- 36epirath 3a Temnepatypu mmxue 30 °C. V 3axXHIICHOMY BIJl CBITJIA Ta TEILIA MICIIi.

- XimiuHa Ta ¢isuysa crabinbHiCTS Ml Yac BHKOPHCTAHHS BiTHOBJIEHOIO JIKapCHKOro - 3acoby Gyia
TMPOACMOHCTPOBaHA MPOTATOM IIOHAlMEHme 6 romun npH KIMHaTHIH Temmeparypi Ta 24 TOJIHH Yy
XONOAUILHUKY (TpH TeMmnepaTypi 2-8 )



- 3 MikpoGiONOTidHOi TOUKHM 30py JiKapchkuil 3aci6 CIiil BHKOPMCTOBYBATH HeTaiHoO. Slkmo He )
BHKOPHCTOBY€ETBCS HEralHO, Yac Ta YMOBHM 30epiraHHs 10 BHKOPHCTaHHS € BIATIOBIJATEHICTIO KOPHCTYBava
Ta He TIOBHHHI TPHBATH JIOBLIE uacy, 3a3HAYCHOTO BHMuIE, Ui 3abe3neycHHs XiMidHOI Ta (i3HYHOI

cTabUILHOCTI M1l YaC BUKOPHCTAHHS.
- He 3actocosyiite TpiakcoH, AKIIO BH NOMITHIIH Oy Ib-AK1 BUIHMI O3HAKH IICYBAHHS.

- He Buknpaiite xo/Hi Jiki y KaHanisaniio. 3anuTaiite y Bamoro (apmaiesTa, AK NPaBUILHO YTHIII3YBaTH
NKH, K1 BY OLIbIne He BUKOpHcToRyeTe. [1i 3ax0/11 OMOMOKYTh 3aXHCTHTH HAaBKOIHIIHE CEPC/IOBHILIE.

6. Inma indpopmanis
o micTurs Tpiakcon?

Jlitouoio peyoBHHOW € nedTpuakcon. Koxken 1 ¢uiakoH MiCTHTh CTEPHIBHMH NOPOLIOK LE(GTPHAKCOHY

HaTpiio, exBiBanenTHHH 250 Mr, 500 Mr abo 1 r nedTpHaKCOHY.
Sxi noctynni ynakosku Tpiakcony

Crepubauii noponiok Tpiakeony s in’exuiif gocTynHuii y HacTynuux Gopmax Bumycky (He Bci Gopmu

BUIYCKY JOCTYIIHI B yCiX KpaiHax):

¥Vnakoeka 3 1 dpaakonom:

Tpiakcon 250 mr B/M: ynakoBka, mo MicTuTs 1 duakon Ta 1 ammyny 3 po3dMHHMKOM — 2 MJI JIiJOKaiHy

rigpoxnopuay 1%.

Tpiakcon 250 Mr B/B: ynakoska 3 1 $h1akoHOM Ta | aMITyJIo0 3 PO3YHHHHKOM — CTEPHIIbHA BOJA AUIs 1H’ EKIIIH

00’eMoM 5 ML

Tpiakcon 500 Mr B/M: ynakoBka, mo MicTHTH 1 diakoH Ta 1 ammyiy 3 PO3YMHHHKOM — 2 MII JIIOKAiHY

rizpoxaopuny 1%.

Tpiakcon 500 Mr B/B: ynakoska 3 1 ¢p1akoHOM Ta | aMITyJIOI0 3 PO3YMHHHKOM — CTEPHIIbHA BOJIA /U1 iH’ EKLLIH

00’eMOM 5 M.

Tpiakcon 1 r B/M: ynakoBka, mo MiCTHTH | (nakoH Ta 1 ammyiny 3 PO3UMHHHMKOM — 3,5 MJI JIIOKaiHY

rigpoxnopuny 1%.

Tpiakcon 1 r B/B: ynakoBka 3 1 ¢akoHoM Ta 1 aMmyJIol0 3 PO3YHHHHKOM — CTEpPUJILHA BOJA /IS 1H’ €K1

06’ emom 10 M.

Kapronna xopotka no 10 diakonis:

Tpiakcon, pnaxonn 250 mr, 500 mr Ta 1 r /M a6o B/B: kKapToHHa Kopobka 1o 10 ¢akoHis.

OPATKIT:

«OPATKIT» mictuts 1 dnakon Tpiakcony, | ammyny 3 posurHHHKOM, | mmpun Ta 1 107aTKOBY TOJIKY, a

camMe:

Tpiakcon 250 Mr B/M: ynakoBka, mo MicTHTh 1 duakoH Ta 1 ammyny 3 PO3UMHHHMKOM — 2 MJI JIJOKAiHy

rigpoxnopuny 1%.

Tpiakcon 250 Mr B/B: ynakoBka 3 1 (1akoHOM Ta | aMITyJI010 3 pO34HHHHKOM — CTEPHIIbHA BOJIA JUIs iH’ €XILIH

06’eMoM 5 M.

Tpiakcon 500 Mr B/M: ynakoBska, m0 MICTHTh 1 ¢akoH Ta 1 ammysy 3 pO3UMHHHKOM — 2 MJI JiIOKaiHy

rigpoxnopuuay 1%.

Tpiakcon 500 mr B/B: ynakoska 3 1 ¢p;rakoHoM Ta | aMITy1010 3 pO3UHHHHKOM — CTEPHIIBHA BOJIA JUisl 1H’ €KILIN

00’emMoM 5 M.

Tpiakcon | r B/M: ynmakoBka, mo MiCTHTh | ¢akoH Ta 1 aMmynay 3 pPO3SYMHHHKOM — 3,5 MJI JIJOKaiHy

rigpoxnopuny 1%.

Tpiakcon 1 r B/B: ynakoska 3 1 ¢pnakoHoM Ta 1 amIysioi 3 pO3UHHHHKOM — CTEPUIIbHA BOJA V1A 1H’ €Ki

00’emom 10 M

Hacrynua indopmanis npu3Hayena Juuie Aisi MeIHYHAX NPANiBHHKIB:

O03YBAHHS

J103a J1iKapchKOro 3aco0y 3aIeXUTh Bi TSKKOCTI, 4y TJIMBOCTI, JIOKasi3alii i THIy iHdeKLi, a TaKoxK Bl BiKy

1 GyHKII] MeYiHKH Ta HUPOK MallieHTa.

Hwxde HaBeNEeHO PEKOMEHIOBaHI J03H 3alicKHO BiJl IOKa3aHb. B 0COOMMBO THXKKHMX BHNAIKaxX CIIA

3aCTOCOBYBATH HaWBMIIy 103y i3 PEKOMEHI0BAHOTO Jliana3oHy.

Jopocai Ta xiTi Bikom Bia 12 poxkis (> 50 kr)

Ho3a neprpuaxcony*

Yacrora BBeJeHHA* ¥

Hoxazauus

1-2r

1 pas Ha 106y

ITo3arocmiTansHa MHEBMOHIS

[ocTpi ycknmagHeHHA XPOHIYHOT
0OCTPYKTHBHOIT XBOPOOH JIeTEHB

Y/



F BuyTpimusoueperni iH(eki -‘ ;

Yeknanneni indexuii CEYOBUBIZIHHX ILISXIB 4
) (BKJIIOYAI0OYH nmienonepur)

2r 1 pas na 106y l'ocnitansna naesmonis

Ycknanseni indexnii HIKIPH i M’ SIKHX TKaHMH
Iaexuii kictok i cyrinobis

24r 1 pas Ha 106y Benenns namienris 3 HEHTPONEHI€I, y sKHx
PO3BHHyNacs mnpomnacHuis i e nizo3pa Ha
bakTepianshy indbexuio

Bakrepiansnuii CHIIOKapaUT

L bakTepianbuumit Meninrit |
*  Ilpu nokymenransho TiATBep KRl GakTepiemii cain POSTIIAHYTH 3aCTOCYBaHHS HaliBHIOT 103 i3 PEKOMEH/I0BAHOTO Nianasony.
** V pasi 34CTOCYBAHRA JI03, MO NepeBUIIyIOTh 2 T Ha 106y, Moke 6YTH 10UinbHIM BBCIICHHA Npenapary fBiui na noby (3 12-
TOZTHHHHM iHTepBasoM).

Hoxazanns y AOPOCTHX i niTeii Bikom Bix 12 POKiB (= 50 xr), mwo NOTPedYIOTH 0cO6AMBHX cxem
AO03yBaHHs

Locrpwmit cepenniii otut

Moske 6yTu 3acTocopana OZIHOpa30Ba BHYTPINTHBOM’730Ba 1032 1-2 Tpiakcony.

Hesxi nani ceiguars, mo Y BHNAAKy, KOJM CTaH TamieHTa TSKKHH aGo Nonepe/iHs  Tepanist Gyna
HeedeKTHBHOIO, Hpenapar Moxe 6yTH epekTHBHIM TIpH BHYTPIIIHEOM A30BOMY EBEICHH] B no3i 1-2 r na
Ao0y npotsirom 3 i,

Iepenonepaniiina npodinaxuxa indexuiii y micmi xipypriunoro BTPYYaHHs

2 T 071HOpa30Bo nepen oIeparlielo.

Conopes
Pazora no3a 500 mr BHYTPILITHEOM 43080,

Cudinic

[Io 2 r 1 pas na noby mpotsirom 14-21 nus. Pexomennosana tpusamicts JIKYBaHHS Bapiloe, cin Takosx
BPaXoBYyBaTH HallioHaJbHi a60 Miclesi PEKOMEHaIii,

Lditn
Hosonaponeni, nemorisita Ta AiTH BikoM Bix 15 auis g0 12 pokiB (< 50 kr)
HiTam 3 Macolo Tina Bin 50 kr CJIiJl 3aCTOCYBATH 3BHYaitHI 103K VIS TOPOCITHX.
Ho3za nedrTpraxcony* Yacrora BBeennsa** Iokazanus
50—-80 mr/kr 1 pa3s na oGy BuyTpimusoueperni 1Hpeki
Yeknanueni indeknii CCYOBHBIHHX NUIAXiB
| (BKmoyaroun nieaoHehpuT)
Iosarocnitansua nueBMoHis
Tocnitansna nueBMonis
50-100 mr/kr 1 pa3 Ha no6y Yeknanneni indexuii mxi PH 1 M’SIKHX TKaHHUH
(MakcumansHo 4 1)

IHdekuii KicTok i cyrno6is

Beneuns nmamientis 3 HEHTpONeHiel0, y sxux
PO3BHHYNACA mNpomacHuus i e mizospa Ha
OakTepianbhy indekwuiro

80—100 mr/kr 1 pas na 106y Bakrepianbuuii Mmeninrit
MaKCHMaJIbHO 4 1)
100 mr/kr 1 pa3 na no6y Bakrepiansuuii CHIIOKapAHT

| (MakcuMansHo 4 r)
*  Ilpu foKyMeRTamLHO HiATBEpaKEHii GakxTepiemii ctig PO3IIIAHYTH 3aCTOCYBaHHS HAMBHIIOT 103 i3 PEKOMEHJI0BaHOT O Jianas

** 'V pasi zactocypannus 703, 1O MEepeBHIYIOTh 2 T Ha noby, Moxe 6YTH nouinbHmM BBEACHHA Npenapaty JiBiui Ha 106y (3 | \
TONHHHAM iHTepBaoM). \




IMokazanus y HOBOHAPOAEHHX, HEMOBJIAT Ta JiTeil Bikom Bia 15 anie no 12 poxis (< 50 xr), wo norpedyThH
0CcoOTHBHX CXEM JO3YBAHHA:
Toctpuii cepeaHiil OTUT
Jlng 1OYATKOBOTO JIKYBaHHA TI'OCTPOTO CEPEJHBOrO OTHTY MOXe OyTH 3acTocOBaHa OIHOpPa3’oBa
BHYTPIIIHLOM30Ba 1H€K1isi HedTpruakcody y 103i SO Mr/kr. Jleski 1adi CBIA4aTh, 0 Y BHNAJKY, KOJIH CTaH
JUITHHH TSUKKH abo nonepeans tepamis Oyna HeeEKTHBHOIO, e TpHAKCOH MOXe OyTH CHEKTHBHHM IPH
BHYTpIIIHEOM’ S30BOMY BBE/ICHHI B 71031 50 Mr/kr Ha 106y MpoTaArom 3 IHiB.
Ilepeonepantiiina npodinakTuka iHdeKIii y MiCIli XipypriyHoro BTpyyaHHs
50—80 Mr/Kr 0IHOPA30BO TEpPE/l ONEPALLELO.
Cudinic
PexoMenjioBana j103a 75—-100 mr/kr (makcumansio 4 1) 1 pa3 Ha 106y npotsirom 10-14 nnis. Pexomennanii
1IO/I0 103yBaHHsA mpH cubinici, Bkmoyaloun Helipocudinic, 6azyoTees Ha ayxe obmexenux nanux. Cmin
TaKOX BpaxOBYBaTH HallioHaJbHi a00 MiCLIEBi peKOMEHAAII.
Huceminosanuii 6openios Jlaiima (panniii [11 cranis) i mi3niii {111 cranig)])
50-80 mr/kr 1 pa3 Ha 100y npotsarom 14-21 nus. PekoMeHI0BaHa TPHBAJICTE JIIKYBaHHSA BAPIIOE, CIIIJ TAKOXK
BpPAaxoBYBAaTH HaIllOHAIbHI ab0 MiCLIEBI peKOMEHallii.

Hosonapo:keni Bikom 0-14 anis
[ledrprakcon NpOTHIIOKA3aHHIl JUIs 3aCTOCYBAaHHSA HEJOHONICHHMM HOBOHAPOIKEHMM BIiKOM /10 41 THXKHA 3
ypaxyBaHHsSM TEpMiHy BHYTPIIIHEOYTPOOHOTO PO3BHTKY (recTaniifnuii Bik + KaleHIapHHii BIK).

Jo3a nedprpunakcony* YacToTa BBEACHHS IMoxazauus
20-50 mr/kr 1 pa3 Ha no0y BHyTpimiHBOYEpeBHi 1HMEKIIT
VYceknanneni iHpekuii MKipH 1 M’ AKHX TKaHHH

VeknanneHi iH(ekmii CeYOBHBIIHMX MUIAXIB
(BxIIO9a0YH miesnoHedpHUT)

ITo3arocmniTajsHa MHEBMOHIA

TocniTasibHa NMHEBMOHIA

Indexuii kicTok i cyrobis

BeneHHA Mali€eHTIB 13 HEHTPONEHIEI0, Y AKHX
PO3BHHYJIACS TNPOMACHMIII 1 € Migo3pa Ha
OaxTepianbHy iH(EKio

50 mr/kr 1 pa3 Ha 100y BakTepianbHIH MEHIHTIT

BaxtepianbHuil eHIOKapaHT

* TIpu JOKyMEHTAIBHO MATBep/UKeHiit GakTepieMil ciTit pO3T/IAHYTH 3aCTOCYBaHHA HABHIOT 103H 13 PEKOMEHIOBAHOTO J1ana3oHy.
He cnin nepeBHmyBaTH MakcHManbHy f060By 03y 50 Mr/kr.

INoxa3anusi y HoBoHapoKeHHX Bikom 0-14 auiB, 1110 moTpedyI0TH 0COOIHBHX CX€M A03YBAHHA!
Toctpuii cepenHiii oTHT

Jns NoYaTKOBOTO JIIKYBaHHA TOCTPOTO CEPEAHBOrO OTHTY MOXe OyTH 3acTOCOBaHA OJHOpa30Ba
BHYTpIIIHbOM 513082 iH’ekisn Tpiakcony y no3i 50 mr/kr.

[epenonepauiiina npodinakTuka iHGekuid y MicIi XipypriyHoro BTpy4aHHs

20-50 Mr/kr 0THOPa30BO NEpe OTepalli€ero.

Cudinic

PexomennoBana no3a 50 mr/kr 1 pa3z Ha no0y nporsrom 10-14 nauiB. PexoMenyanii moao A03yBaHHS IIpH
cudinici, BKmodarogu Heifpocudinic, 6a3yoThea Ha myxe oOMexxeHHX naHMX. Cnif TakoX BpaxoBYBaTH
HarioHakHi ab0 Micierl pekoMeHaalii.

TpuBaicTh JIKYBaHHS

TpuBayicTh JNIKyBaHHS 3aJIeXKHTh Bia nepediry xBopoOu. BpaxoByrouw 3aranbHi peKOMeHAalii IOA0
aHTHOI0THKOTEpaIii, 3acCTOCYyBaHHA lEe(TPHAKCOHY CliJi NPOAOBXKYBaTH mIporsroM 48-72 rogus micis
3HHKHCHHsI CHMITTOMIB IponacHuLi abo MiATBEpUKEHHA JOCATHEHH:A epaiuKauii GakrepiaibHol iHQeKuii.
[MarienTH JITHEOTO BIKY
3a yMOBH 3a/10BUILHOT (PyHKIIT HUPOK 1 NE4iHKH KOPEKIis 031 Malli€HTaM JIiTHBOTO BiKy He MOTpiOHa.
INanienTH 3 NEYiHKOBOIO HEJOCTATHICTIO

HasBni f1ani cBiguaTh Npo BiICYTHICTH HEOOXIAHOCTI KOPHIYBaTH 03y AJIs NALIEHTIB 2 JICTKOIO 200 NOMipHOIO
IIEYiHKOBOIO HEJIOCTATHICTIO Y BUNAMKY, SKIIO (YHKIIisi HUPOK HE IOpYLICHA.

Hemae 1anux J0CiKeHb IOA0 MALEHTIB 13 TSHKKOIO NMEeYiHKOBOIO HelocTaTHICTO (uB. Posmin 5.2).
IanienTH 3 HUPKOBOIO HEOCTATHICTIO




Hemae HeoOXiZIHOCTI 3HMKYBATH 103y 1e)TPHAKCOHY JUlsl MALIEHTIB 3 TIOPYIIEHOK HHUPKOBOIO (YHKLIEW B
TOMY BMTAJKy, SKIO (YHKUis nedinku He nopyuieHa. Jlmme B pa3si HMPKOBOT HEAOCTATHOCTI Y
nepeaATepMiHanbHIN  cTamii (kaipeHc kpeatnniny <10 wmi/xB) jgoGopa n03a uedTpuakcoHy He Mae
NICpEBHIYBaTH 2 T.

SIKII0 Mallie€HT 3HAXOUTRLCA Ha JliaNisi, HeMae noTpedH y A0aTKOBOMY BBEJICHHI JIIKAPCHKOTO 3aco0y micis
nianizy. IledTpuakcon He BHAAQNAETHCHA 3 OPraHi3My LUISXOM NMEPUTOHEANLHOTO Jiami3y abo remomiamisy.
PeKOMEHJIyEThCS PETENILHHI KITHIYHAH MOHITOPHHT Oe3rexH Ta e)eKTHBHOCTI Npenapary.

[NauieHTH 3 TAHKKHM NOPYIICHHAM QYHKINT NCYIHKY 1 HHPOK

ITpH 0ZIHOYACHOMY TSXKKOMY NOpPYIUEHHI QYHKLIH HHPOK 1 NEYiHKH PCKOMCHYETLCS PETEIbHUH KIHIYHHI
MOHITOPHHT Oe3neku Ta e)eKTHBHOCTI TIpenapary.

Crnoci6 BBeieHHS

BuyTpiminsomM’si30Be BBeJeHHA

Tpiakcon MOXHa BBOJMTH IIUIIXOM ITHOOKOI BHYTPIIIHBOM #30B01 iH’e€Kiii. BHYTpIIIHEOM A30BY 1H’€KILIiIO
ClIit pOOHTH Y LEHTP BiHOCHO BEJIHKOro M’si3a. PexoMeHyeThest BBOAUTH HE Ouibiie 1 r B 0HY AUIAHKY.
OCKUIBKH JIIIOKalH 3aCTOCOBYETBCA AK PO3YHHHHK, OTPHMAHMH pO3YMH HIKOIM HE CIiJl BBOJMTH
BHYTPIIIHEOBEHHO.

BuyTpilminboBeHHe BBeICHHSA

TpiakcoH MOXHa BBOJNTH IIUIAXOM BHYTPILTHBOBEHHO] iH(Y3ii npoTsarom He MeHmIe 30 XBUIMH (NEPEBAKHUIA
MeTOJl BBEAEHHA) abo BHYTPIIHBOBEHHO MOBIIBHO NPOTArOM 5 XBUIHMH. BHYTpinIHBOBEHHE CTpYyiiHE
BBEJICHHS CJIiJI BUKOHYBATH NPOTArOM HE MEHIE 5 XBHIIHH, NEPEBAKHO Y BEJIMKI BEHH. BHYTpIIHLOBCHHI
1034, sIKi CTaHOBJIATH S50 MI/KT a00 Binbine, HOBOHAPOPKEHUM 1 JAITAM BiKOM /10 12 pOKiB HEOOX11HO BBOAHTH
nuaxoM  iHQy3il. 3  MeTor 3MEHIICHHS [OTCHIiHHOro pusuky Oinipy6inoBoi eHuedanonarii
BHYTPIIIHLOBEHHI 103 HOBOHAPO/DKEHHM CJIiJI BBOJUTH Yy BUIUIAAL iH(Y3il npoTiaroM He MeHIe 60 XBHIMH.
BHyTpilHBOM'SI30B€ BBEACHHS CJIiJ] PO3IIIAAATH NPA HEMOMXJIHBOCTI a00 MEHILIi JOLUIBHOCTI JJIs NallieHTa
BHYTPIIIHbOBEHHOTO IUIAXY. Jl03H, MO cTaHOBATH Oibmie 2 r, He0OXiHO BBOJMTH BHYTPIIIHEOBEHHO.
Iedrpuakcon mnpoTHnokasaHuii HoBoHapomxkeHuM (< 28 nHIB), fAKIIO BOHM MAalOTh TNoOKasaHHA (abo
OYIKYETHCH, 110 MATUMYTh NTOKA3aHH) JI0 3aCTOCYBaHHs KaJIBI[IEBMICHHX PO3YMHIB /Ul BHYTPIIIHBOBEHHOTO
BBEJICHHSA, Y TOMY 4HCHi Oe3nepepBHUX KadbLIEBMICHUX iH(Y31H, TakMX sIK NapeHTepalbHEe XapyyBaHHd, Y
3B’A3KY 3 PH3HKOM BHINAJiHHA 0cay HehTPHAKCOHY 3 KaJbLiEM.

PO34MHHMKH, IO MiCTATH KanbliH (Hampuknan posunH Piarepa abo posumm IapTmana), He cnif
BHKOPHCTOBYBATH U1l PO3UHHEHHA BMicTy UIakoHIB 3 1edTpHaKCOHOM a0 I0aTKOBOI'O PO3BEJICHHA YKE
PO34YHHEHOTO BMICTY (h1akoHa I BHYTPIIIHEOBEHHOTO BBEJCHHS Y 3B'A3KY 3 MOMUIMBICTIO YTBOPEHHS OCay.
[MpenumniTar KaneLieBoi coni HePTPHAKCOHY MOXKE TAKOXK YTBOPUTHCS, SKIIO HEPTPHAKCOH 3MIIIYEThCS 3
KaJBLIEBMICHUMH DO3YMHAMH B OJHIN BHYTPILIHBOBCHHIH cHcTemi., TakuMm YHHOM, LE(TPHAKCOH i
KaJIbLi€BMICHI PO3YHHH HE CITijl 3MilTyBaTH a0 BBOAMTH OHOYACHO.

Jna nepeponepaiiiinoi npodinakTHKH 1HGEKIUH B JILHII XIpYPrigHOTro BTpydanis HedTpHaKCOH HeoOX11HO
BBOAMTH 3a 30—90 XBHJIMH 70 onepartii.

IncTpyknii 3 BHKOPHCTAHHA

Bignosseni posuunu 30epiraioTs (GisuuHy Ta XiMidHy CTaOLIBHICTE NPOTATOM HIOHAHMEHIIE 6 roauH 3a
KIMHATHOI TeMIIepaTypH Ta 24 roJuH B XOJOAHIBHHKY (npH Temneparypi 2-8 °C). Onsak, sx NIpaBuiIo,
PO3YMHH CJ1iJi BAKOPHCTOBYBATH Bifjpa3y MicCis HPUTOTYBaHHS.

Tpiakcon He cmij 3MilIyBaTH B OJHOMY IIIpuili 3 Oyap-AKHM JIKapchbkHM 3aco0oM, okpiM 1% po3duny
JII0KaiHY TiAPOXI0pHAY (JIMIIE U BHYTPIIIHBOM ' S30BO1 iH’€KLIiT).

= BuyTpimmasom’sa30Ba in’eknin

Jlna sHyTpimHboM’s30Boi iH’exnii Tpiakcon 250 mr a6o 500 Mr posumnuTH y 2 Mi, a Tpiakcon 1 r
po3urHHTH y 3,5 M1 1% po3uynHy 1inokaiHy Ta BBOAATH LUIAXOM INIHO0KOT BHY TPIIIHEOM A30B01 1H €KL,
Jlo3u, 1m0 NepeBUIIyIOTE 1 T, CIiJT PO3/IIMTH Ta BROJAUTH Y BINBII HIK OJTHY JIISHKY.

Po3unnn JilokaiHny HIKO0JH He ¢J1il BBOAHTH BHYTPIlIHLOBEHHO.

* BuyTpilnHbLOBeHHA iH’eK1Iin

Jina sayTpimmbsosenHoi in’exuii Tpiakcon 250 mr a6o 500 Mr posunnsioTs y 5 mi, a Tpiakcon 1 ry
CTEPHIBbHOI BOIAM JUIS 1H’€KIiH, MOTIM BBOIATH BHYTPIIIHEOBEHHOIO iH’€KII€I0 MPOTArOM 5 XBHI
Gesnocepe/IHBO y BeHY abo 9epe3 CHCTeMY /1S BHY TPIIIHBOBEHHOT 1H(Yy311.

* BuyTpilinsoBenHna ingysis

2 r TpiakcoHy po3uHHsAI0TE ¥ 40 MJI CTEpHIIBHOT BOIH /1T 11 €KI[i# 60 B 0/IHOMY 3 HACTYNHHX Oe3KaNbIIEBUX
PO3YHHIB:

- 0,9% po3YHH HATPIIO XJIOPHUIY




- 5% pO3uHH JeKkcTpo3n

- 10% posunn nekerposu

- 0,45% po3unun HaTpiio XJIOpHy + 2,5% PO3YHHY 1eKCTpo3n
Tudysiio cnin BBouTH NIPOTATOM 1IOHaiMeHIe 30 XBHIHA.

Hecymicnicrs

3a nauumu JITEPaTYPHHX Keper, e TpHaKCOH He cymicHHii 3 AMCaKpHHOM, BAHKOMILMHOM, (I1yKOHA30710M
1 aMiHOTTIIKO3HIaMH.

Posunun, mo micrars uedTpHaKkcoH, He cmin 3MIlyBaTH a60 JONABATH 10 iHIIX TKapCcHKHX 3ac06iB, 3a
BUHATKOM 3a3Ha4YE€HUX B Incrpykuii s 3aCTOCyBaHHA. 30KpeMa, PO3YHHHHKH, IO MICTATh KasIbIiii
(Hanpuknan, pozyny Pinrepa, posuyun I’ apT™MaHa) He cnig BHKODHCTOBYBAaTH Ul pPO3YHHEHHS BMiCTY
¢nakonis 3 ue(TPHAKCOHOM 260 0AATKOBOrO PO3BCACHHS YK€ PO3YMHEHOIro BMICTY (hnakoHa s

Xap4yBaHHs.
HE JIKAPCHKHWI 3ACIB

Jlikapcekuii 3aci6 — ne NIPOAYKT, 10 BIUIMBAE Ha Balle 3n0pos's. Horo 3aCTOCYBaHHA HE 32 IHCTPYKIL€EIO €
HebesneyHuM n1s ac,

- HiTko noTpuMyiiTech BKa3iBok BAIlIOTO JKapsi, Criocoby 3aCToCyBaHHA Ta IHCTPyKwiii hapmanesra.

- Jlikap i papmanenr e CKCIIepTaMH 3 JIIKAapChKUX 3ac00iB, ix NEPEeBar Ta PU3HKiB.

- He nepepusaiire camocriiino KypPC JIiKyBaHHS, MPH3HAYCHHH BaMm.

- He nosropioiire npusnavenns Ges KOHCYJIbTALlli 3 BaIIHM JlikapeM.

- 36epiraiite Bci JIKapChKi 3ac06H nosai BIJI JTiTeit.

Pana minicrpis 3 OXOPOHH 3110poB'st ApaGenKux Kpain

Co103 papmanenTinp Apabchkux Kpain

Hompioua ingpopmayin? 3amenedhonyiime 3a beskommosnum Homepom (971) 800 - 4994, OAE
Bupobunx: JMxynsdap (Julphar)

T l'ang ®apmackiorikan Inpactpis (Gulf Pharmaceutical
,@3&; Industries)
Pac Anp Xaiima, OAE (Ras Al Khaimah, U.A.E)

15/07/2021 p.
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Module 1.3 Triaxone 1g Sterile Powder for Solution fotqv. July 2021
Injection
Ceftriaxone (as Ceftriaxone Sodium)

1.3.1  Summary of Product Characteristic (SPC)

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

1.NAME OF THE MEDICINAL PRODUCT

Triaxone 1g Sterile Powder for Solution for L.V, Injection

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Each Vial contains:

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

Each ampoule solvent contains:

10mL of Sterile Water for Injection

* Quantity of Sterile Ceftriaxone sodium is calculated on the basis of assay 795ug of
Cettriaxone (C1sH18NsO,83) per mg (anhydrous basis) and 11.0% of water compensation,
Quantity may vary depending on the assay of material.

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

Description: White to yellowish white crystalline powder.

mm_

4.1 Therapettic indications

Triaxone is indicated for the treatment of the following infections in adults and children
including term neonates (from birth):
* Bacterial Meningitis
* Community acquired pneumonia
* Hospital acquired pneumonia
= Acute otitis media
* Intra-abdominal infections
= Complicated urinary tract infections (including pyelonephritis)
= Infections of bones and joints
= Complicated skin and soft tissue infections
= Gonorrhoea
= Syphilis
* Bacterial endocarditis
Triaxone may be used:
* For treatment of acute exacerbations of chronic obstructive pulmonary disease in
adults
* For treatment of disseminated Lyme borreliosis (early (stage II) and late (stage I1I)) 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).

@‘ CONFIDENTIAL 2

oy
.



Module 1.3 Triaxone 1g Sterile Powder for Solution for LV. July 2021
Injection
Ceftriaxone (as Cefiriaxone 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**
12¢g Once daily Community acquired pneumonia

Acute exacerbations of chronic obstructive pulmonary
| disease

Intra-abdominal infections

Complicated urinary tract infections (including
pyelonephritis)

2g Once daily Hospital acquired pneumonia

Complicated skin and soft tissue infections

Infections of bones and joints

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

Bacterial endocarditis

Bacterial meningitis

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

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

Indications for adults and children over 12 years of age (> 50 kg) that require
specific dosage schedules:
= Acute otitis media
A single intramuscular dose of ceftriaxone 1-2 g can be given.
Limited data suggest that in cases where the patient is severely ill or previous therapy
has failed, ceftriaxone may be effective when given as an intramuscular dose of 1-2 g
daily for 3 days.
* Pre-operative prophylaxis of surgical site infections
2g as a single pre-operative dose.
= Gonorrhoea
500 mg as a single intramuscular dose.
= Syphilis
The generally recommended doses are 500 mg-1 g once daily increased to 2 g once
daily for neurosyphilis for 10-14 days. The dose recommendations in syphilis,
including neurosyphilis, are based on limited data, National or local guidance should
be taken into consideration.
* Disseminated Lyme borreliosis (early [Stage II] and late [Stage 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 1.V, 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
yelonephritis)
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 ofitis media, a single intramuscular dose of cefiriaxone
50mg/kg can be given. Limited data suggest that in cases where the child is severely
ill or initial therapy has failed, ceftriaxone may be effective when given as an
intramuscular dose of 50 mg/kg daily for 3 days.
* Pre-operative prophylaxis of surgical site infections
50-80 mg/kg as a single pre-operative dose.
= Syphilis
The generally recommended doses are 75-100 mg/kg (max 4 g) once daily for 10-14
days. The dose recommendations in syphilis, including neurosyphilis, are based on
very limited data. National or local guidance should be taken into consideration.
* Disseminated Lyme borreliosis (early [Stage II] and late [Stage I11])
50-80 mg/kg once daily for 14-21 days. The recommended treatment durations vary
and national or local guidelines should be taken into consideration.

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

Ceftriaxone | Treatment Indications
dosage* frequency
20-50 Once daily Intra-abdominal infections
mg/kg Complicated skin and soft tissue infections
Complicated urinary tract infections (including
pyelonephritis)
Community acquired pneumonia
Hospital acquired pneumonia ]
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Module 1.3 Triaxone 1g Sterile Powder for Solution for EY: 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
reconunendations in syphilis, including neurosyphilis, arc bascd on very limited data.
National or local guidance should be taken into consideration.

Duration of therapy

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

Older people

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

Patients with hepatic impairment

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

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

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

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

Patients with severe hepatic and renal impairment

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

Method of administration

Intravenous administration

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

Ceftriaxone is contraindicated in neonates (= 28 days) if they require (or are expected to
require) treatment with calcium-containing intravenous solutions, including continuous
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Module 1.3 Triaxone 1g Sterile Powder for Solution for L.V. July 2021
Injection
Ceftriaxone (as Ceftriaxone Sodium)

calcium-containing infusions such as parenteral nutrition, because of the risk of
precipitation of ceftriaxone-calcium (see section 4.3).

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

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

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

4.3 Contraindications

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

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

* Ceftriaxone is contraindicated in:

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

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

0Oif 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

Hmersensitivitx 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).

4.4 Special warnings and
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Module 1.3 Triaxone 1g Sterile Powder for Solution for I.V. July 2021
Injection
Ceftriaxone (as Ceftriaxone Sodium)

Interaction with calcium containing products

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

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

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

Paediatric population

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

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

Immune mediated haemolytic anaemia

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

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

Long term treatment

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

Colitis/Overgrowth of non-susceptible microorganisms

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

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

Severe renal and hepatic insufficiency

In severe renal and hepatic insufficiency, close clinical monitoring for safety and efficacy
is advised (see section 4.2).
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Module 1.3 Triaxone 1g Sterile Powder for Solution for LV, July 2021
Injection
Ceftriaxone (as Ceftriaxone Sodium)

Interference with serological testing

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

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

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

Sodium

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

Antibacterial spectrum

Ceftriaxone has a limited spectrum of antibacterial activity and may not be suitable for
use as a single agent for the treatment of some types of infections unless the pathogen has
already been confirmed (see section 4.2). In polymicrobial infections, where suspected
pathogens include organisms resistant to cefiriaxone, 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 cefiriaxone 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
cefiriaxone (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 cefiriaxone (see section 4.8),
particularly in elderly patients with severe renal impairment (see section 4.2) or central
nervous system disorders. If ceftriaxone-associated encephalopathy is suspected (e.g.
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Injection
Ceftriaxone (as Ceftriaxone Sodium)

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

4.5 Interaction with other medicinal prod ucts and other forins of interaction

Calcium~c0ntaining diluents, such as Ringer's solution or Hartmann's solution, should not
be used to reconstitute ceftriaxone vials or to further dilute a reconstituted vial for
intravenous administration because a precipitate can form. Precipitation of ceftriaxone-
calcium can also occur when cefiriaxone is mixed with calcium-containing solutions in
the same intravenous administration line. Ceftriaxone must not be administered
simultaneously with calcium-containing intravenous solutions, including continuous
calcium-containing infusions such as parenteral nutrition via a Y-site. However, in
patients other than neonates, ceftriaxone and calcium-containing solutions may be
administered sequentially of one another if the infusion lines are thoroughly flushed
between infusions with a compatible fluid. In vitro studies using adult and neonatal
plasma from umbilical cord blood demonstrated that neonates have an increased risk of
precipitation of ceftriaxone-calcium (see sections 4.2, 4.3, 4.4, 4.8 and 6.2).

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

4.6 Fertility,
Pregnancy

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

Breastfeeding

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

regnancy and lactation
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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 ceftriaxone, undesirable effects may occur (e.g. dizziness), which
may influence the ability to drive and use machines (see section 4.8). Patients should be
cautious when driving or operating machinery.

4.8 Undesirable effects

The most frequently 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 of frequency:

= 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)

System Common Uncommon Rare Not Known *

Organ Class

Infections and Genital fungal | Pseudomembran Superinfection®

infestations infection ous colitis®

Blood and Eosinophilia | Granulocytope Haemolytic

lymphatic Leucopenia | nia anaemia®

system Thrombocyt | Anaemia Agranulocytosis

disorders openia Coagulopathy

Immune Anaphylactic

system shock

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

Nervous Headache Encephalopathy | Convulsion

system Dizziness

disorders

Ear and Vertigo

labyrinth

disorders

Respiratory, Bronchospasm

thoracic and

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

Non enzymatic
methods for
glucose
determination
false positive®

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

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

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

Infections and infestations

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

Ceftriaxone-calcium salt precipitation

Rarely, severe, and in some cases, fatal, adverse reactions have been reported in pre-term
and full-term neonates (aged < 28 days) who had been treated with intravenous
ceftriaxone and calcium. Precipitations of ceftriaxone-calcium salt have been observed in
lung and kidneys post-mortem. The high risk of precipitation in neonates is a result of
their low blood volume and the longer half-life of ceftriaxone compared with adults (see
sections 4.3, 4.4, and D52,

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

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

4.9 Overdose

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

5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties

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

Mode of action

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

Resistance

Bacterial resistance to ceftriaxone may be due to one or more of the following
mechanisms:
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* hydrolysis by beta-lactamases, including  extended-spectrum beta-lactamases
(ESBLs), carbapenemases and Amp C enzymes that may be induced or stably
derepressed in certain aerobic Gram-negative bacterial species.

= reduced affinity of penicillin-binding proteins for ceftriaxone.

* outer membrane impermeability in Gram-negative organisms.

* bacterial efflux pumps.

Susceptibility testing breakpoints
Minimum inhibitory concentration (MIC) breakpoints established by the European
Committee on Antimicrobial Susceptibility Testing (EUCAST) are as follows:

Pathogen Dilution Test (MIC, mg/L)
Susceptible Resistant
Enterobacteriaceae <1 >2
Staphylococcus spp. a. a.
Streptococcus spp. (Groups A, B, C and G) b. b.
Streptococcus pneumoniae <0,5% >2
Viridans group Streptococci <0.5 >0.5
Haemophilus influenzae <0,12% >0.12
Moraxella catarrhalis <1 >2
Neisseria gonorrhoeae <0.12 >0.12
Neisseria meningitidis <0.12¢ >(0.12
Non-species related = 1% >2

a. Susceptibility inferred from cefoxitin susceptibility.
b.Susceptibility inferred from penicillin susceptibility.
c.Isolates with a ceftriaxone MIC above the susceptible breakpoint are rare and, if
found, should be re-tested and, if confirmed, should be sent to a reference laboratory.
d.Breakpoints apply to a daily intravenous dose of 1 g x 1 and a high dose of at least 2 g
%L
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 Streprococci

Gram-negative aerobes

Borrelia burgdorferi

Haemophilus influenzae

Haemophilus parainfluenzae

Moraxella catarrhalis

Neisseria gonorrhoea

Neisseria meningitidis
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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
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

5

.2 Pharmacokinetic properties

Absorption

Intravenous administration

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

mean peak plasma
After intravenous

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

approximately 80, 150 and 250 mg/l respectively.
Distribution
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The volume of distribution of ceftriaxone is 7 — 12 1. Concentrations well above the
minimal inhibitory concentrations of most relevant pathogens are detectable in tissue
including lung, heart, biliary tract/liver, tonsil, middle ear and nasal mucosa, bone, and in
cerebrospinal, pleural, prostatic and synovial fluids. An 8 - 15 % increase in mean peak
plasma concentration (Cumax) 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

Cefiriaxone 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).
Protein binding

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

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

Elimination

Plasma clearance of total ceftriaxone (bound and unbound) is 10 - 22 mi/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 cefiriaxone are greater in
neonates, infants and children than in adults.

Linearity/non-linearity

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

Pharmacokinetic/pharmacodynamic relationshi
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As with other beta-lactams, the pharmacokinelic—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.

6. PHARMACEUTICAL PARTICULARS

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

section 4.2, 4.3, 4.4 and 4.8).
If treatment with a combination of another antibiotic with cefiriaxone is intended,

36 months from the date of manufacturing.

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

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

6.4 Speci
Store below 30°C. Protect from lj ght and heat.

al precautions for storage

6.5 Nature and contents of container

USP Type 1, clear glass vial sealed with rubber closure and flip-off aluminium seal with a
printed label, one vial and one solvent ampoule (10mL) packed in a printed box along
with a leaflet.
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Instructions for 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 IV injection:

Ig Triaxone is dissolved in 10mL of water for injections. The injection should be
administered over § minutes, directly into the vein or via the tubing of an intravenous
infusion.

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

7. MARKETING AUTHORISATION HOLDER

Gulf Pharmaceutical Industries - Julphar
Digdaga, Airport Street.

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

Tel. No.: (9717) 2 461 461

Fax No.: (9717) 2 462 462

)
3279-4208-6

EW

AL OF THE AUTHORISATION

06. July, 1999

10. DATE OF REVISION OF THE TEXT
15. July. 2021
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