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Mopnyns 1.3 Tpiaxcon (Triaxone), 1r, CTEPHJILHHH MOPOINOK IS PO3YMHBY 11 B/M JUIEHb
iH’exuii 2021 p.
ledTpnakcon (y Buraami e TPHAKCOHY HATPil0)

1. HA3BA JIIKAPCHEKOI'O 3ACOBY

2. SKICHUH TA KUIbKICHHI CKJIA]

3. JIIKAPCBHKA ®OPMA

4. KJIIHIYHA IHOOPMAITIS

4.1 TepaneBTuyHi MoKa3aHHS

4.2 Jlo3wu Ta cnoci6 3aCTOCYBaHHS

4.3 Tlporunokasanus

4.4 OcobmnuBi 3acTepeskeHHs Ta 3am06bKHI 3aXOMH NIPHU 3aCTOCYBaHH]

4.5 Bszaemonis 3 iHmmMu JKapChKUMH 3aCO6aMH Ta 1HITI BHIH B3aEMO/IIH
4.6 3actocyBaHHs mij 4ac BariTHOCTI Ta TOJIyBaHHS IPYUII0

4.7 BiuB Ha 3matHicTs KEPYyBAaTH TPAHCIOPTHHMH 3aco0aMH 260 NPalIOBATH 3 IHIIUMH
AaBTOMAaTH30BAHUMH CHCTEMaMH

4.8 Ilo6iuHi peakii

4.9 Ilepenosypanus

5. ®APMAKOJIOTTYHI BJIACTUBOCTI

5.1 ®apmakonrHamivHi BIacTHBOCTI

5.2 ®apmakoKiHeTHYHI BIACTHBOCT]

5.3 Jlokniniuni naHi 3 Ge3nexu

6. PAPMAIIEBTUYHA IHOOPMAIIIA

6.1 JlonomixHi pegoBnun

6.2 HecymicHicTs

6.3 Tepmin npunarrocti

6.4 OcobnuBi 3an06ixHi 3axomm npu 36epiransi

6.5 Tum Ta BMiCT ymakoBku

6.6 Crenianshi 3axonu Gesnexn TIPH YTHII3aIi] Ta IHIIOMY IIOBOKEHH]
7. BJIACHUK PEECTPALIIMIHOI'O ITOCBITYEHHS

8. HOMEP(H) PEECTPAIUMHOIO [TIOCBIJYEHHA

9. JIATA IIEPLIO] PEECTPALII/TIOJOBXEHHS PEECTPAIIITHOI'O ITOCBIJYEHHA
10. TATA OCTAHHBLOI'O ITEPET JIAY

Qapma
Hatgh
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Monyns 1.3 Tpiakcon (Triaxone), Ir, crepuabHmii nopomox nas PO3YMHY 114 B/M JIMIIEHB
iH’ exuin 2021 p.
Hedrpuakcon (v Burasai e TPHAKCOHY HaTpio)

Tpiaxcon (Triaxone), Ir, CTEPMIILHUH TIOPOLIOK ISl PO3YHHY Ul B/M 1H’ €Kil
SAKICHUI TA KUILKICHUA CITAT]
Koxen ¢nakon mictuts:
Ilosnnisi  Haspa martepiany Mxana (r/ duakon)
Ne

1. liroua peyoBuna:

Ledrpuakcon 1,000
Y BUrIIAAI CTepUIBHOrO e TPHAKCOHyY HaTpito * 1,414

Ko:xna AMIYJIA PO3YUHHHKA MIiCTHTD:

3,5 M1 cTepunbHOTO Tifokainy 1%

* KinbkicTs cTeprisHOro e TPHAKCOHY HATPIIO 06UHCITIOETHCS Ha OCHOBI KUIbKICHOTO anaizy 795 Mxr
nedrpuakcony (C18H1 8N8O7S3) na Mr (6e3Boana ocHoBa) Ta 11,0% BomHoOi KoMmneHcarii. Kinpkicts
MO3KE BapiloBAaTH B 3aI€XXHOCT] Bij PE3yNIbTATIB aHaNi3y Matepiany.

CrepunbHnii nopomox s PO34HHY 11 B/M iH €Kit

Omnnc: Kpucranivumii TIOPOIIOK Bix BiIOro 0 %O0BTYBaTOro-6110r0 KOJIBOpY.

. KJIHIYHA [HOOPMAIITS

HOBOHAPO/DKEHHX (BiJl HAPOIKEHHS):
*  baxrepiansni Meninritu
*  IlosarocnitansHa nHeBMOHIS
*  Tocnitanbua nHEBMOHIs
*  Toctpwii cepenniii otur
*  Intpaabmominanshi indexuii
*  Ycxnanueni iHdeKuii ceqoBMBiNHMX mIIIXiR (B ToMy umci nienoHehpuT)
*  Indexmii kicTok i cyrno6is
*  Ycknansesi iHbekuii mKkipy Ta M’IKHX TKAHHE
* Tonopes
*  Cudinic
*  bakrepiansni ennoxapmutu
Tpiakcon mosxHa 3aCTOCOBYBATH:
*  Mns nikyBanns 3arocrpens XPOHIYHOT0 0GCTPYKTHBHOTO 3aXBOPIOBAHHS JIETEHb Y JOPOCIIHX
* Mg nmikyBaHHS mMceMiHOBaHOTO Gopeniosy JlaiiMa (panHEOTO (cranis IT) a6o misHBOTrO (cTamis
IIT)) y nopocnux i miteit, Bkmogaroun HOBOHAPOIKEHHX 3 15-neHHOTO Biky
*  Jlna nepenonepaniiinoi NpoGinakTHKy iHdeKmii B i XIpypriuHOro BTpy4anus
* M1 BeneHHs mamieHTiB 3 HEHTPOIICHI€I0, y SKHX PO3BHIACH JIMXOMAHKA 3 MiJO3poX Ha
GakTepianbHy iHbekwio
*  Jlng nikyBaHHS MaIli€HTIB 3 baxTepieMiero, sxa noB'13aHA 260 IMOBIPHO TOB'S3aHa 3 OyIb-sKo10
1HeKui€er0, nepepaxoBaHoI0 BHIIIE
Tpiakcon HeobxinHO IIpU3HAYaTH B KOMOiHamii 3 iHIUMH aHTHOaKTepiaTbHUMH 3acobaMu, sKIIO
nepenbadyBanuii ianason Gaxrepiii, o cnpHyHHUIH 3aXBOPIOBAHHSA, HE BXOAHTH JI0 CTIEKTpa HOro i
(auB. Po3nin 4.4).

KOH®IIEHLIITHO



Monyas 1.3 Tpiakcon (Triaxone), 1Ir, CTEPWILHHHA MOPOMIOK ANs PO34HHYy 175 B/M JIMIIEHb
iH’ €Ki 2021 p.
HedTpuakcon (y Burasmi e TPHAKCOHY HaTpio)

Heobxinuo BpaxoByeatn oOiuiiiHi peKoMeHmawii WOA0 HANeKHOrO 3aCTOCYBaHHS aHTHOAKTEpialbHHX
3aco0is,

ﬂ O3YBAHHSA

Jlosa nikapcekoro 3acoby 3amexuts BIJ TAKKOCTI, 9y TJIHBOCTI, JoKanmi3auii i THny indexwii, a Takox BiJ
BIKY 1 QyHKIIT neuinku Ta HHUPOK TallicHTa.

Hmxue HaBeneno pexomennosani AO3H 3aEXKHO Bill MOKas3aHb. B 0co6TMHMBO Tssxkmx BHNAOKaX CIlij
3aCTOCOBYBATH HAaMBHILY JIO3y i3 PEKOMEHI0BAHOTO Jianasoy.

Jopocii Ta niTu Bikom Bix 12 pokis (> 50 KTI')

[‘}Iosa uedrTpuakcony* Yacrora BBenenns** Iloka3zanns

12r 1 pa3 Ha 106y Iosarocnitansaa neeBMoHis

Foctpi ycxnanuenns xponiumoi
06CTPYKTHBHOT XBOPOOH JTerens
BHyTpimunodepesHi indexuii

Yeknanueni iHQeKIl ceY0BUBITHIX LIIXIB
(BKIIIOUArOYH nieJIoHe(hpHT)

2.1 1 pa3 Ha noGy TCocnitanbHa nHEBMORIsS

Ycknanneni inpeknii LIKIPH 1 M SIKHX TKaHUH
Indpexnii kicTok i cyrno6is

24r 1 pa3 Ha 106y Benenns manientis 3 HEHTPONEHI€I0, y SKHX
POSBHHYJIAaCs TPONACHMLS i € mimo3pa Ha
bakrepianbny indekmio

Bakrepiansunii CHIOKapIuT

Bakrepiansamit MeHiHTIT
* Ilpn nokyMeHTanbHO HiATBepKeHiH GakTepiemii cig POSIVIIHYTH 3aCTOCYBaHHS HaMBHIOI 103H i3 PEKOMEHIOBaHOTO
Nianazony.

** 'V pasi sacTocyBanns A03, M0 MEPEBHINYIOTH 2 T Ha 06y, Moske OyTH JOUITBHIM BBeneHHS npenapaty Aivi Ha o6y (3 12-
TOIMHHHM iHTepBaJoM).

Ilokazanns y mopocimx i mireii Bikom Bi1 12 poxkiB (> 50 xr), mo HOTPedyI0OTh 0COOJHBHX cXeM
N03yBaHHs

* Tocrpwmii cepenniii orur

Mosxe 6ytH 3acTocosana OZHOpa30Ba BHYTPIIIHEOM 13084 1032 1-2 1 Ipenapary.

Hesxi nani cBimuats, mo Y BHIIAJIKY, KOJH CTaH NallicHTa TSHKKHUEH a6o nonepenHs Tepamnist Gyna

Hee(eKTHBHOO, penapaT Moxe OyTu edhexTHBHMM IpH BHYTDIIIHEOM’530BOMY BBEJCHH B 1031  [—

2 r Ha 106y npotsrom 3 mHis. '

* Ilepenonepaniiina npodinaxrTuka indexuiii Y Micui xipypriyroro BTPYYaHHsA

2 T onHOpa3oBo mepen OIepaLi€eo.

* TI'onopesn

PazoBa no3a 500 mr BHYTpIITHEOM ’5130B0.

¢ Cudimic

PexomennoBana m03a 500 Mr — 1 r 1 pa3s Ha 100y 3i 36imbIIeHHEAM 1031 10 2 T 1 pa3 Ha noby npu

Hefipocudiic, 6azyloThes Ha 0OMeKeHmX Aauux. CI1iz| TakoX BpaxoBYBATH HAIIOHAE
PEKOMeH Al

* JluceminoBanmii 6openios Jaiima (panniii [II cranis] i nizniii [IIX cranis])
Ilo 2 r 1 pa3s na noby nporsrom 14-21 nus. PexoMeHnopana TPHBAJICTh JIIKYBaHHS Bapiioe, cxj
TaKOX BpaXOBYBaTH HaIliOHAIBLHI 260 MicIeB] PeKOMeHaIii, -

KOH®IAEHIITHO



Monyns 1.3

Tpiakcon (Triaxone), 1r,

CTEPHJILHHHA MOPOLLOK /IJIf PO34YHHY A7 B/M
iH’ exuin

JIMIICHbL
2021 p.

edTpuakcon (y Burasmi uedTpHakcony HaTpiwo)

iTH
Hosonaponsxeni, Hemoasita

JiTam 3 Macoro Tina Bix 50 kr ¢

Ta IiTH BikoM Bix 15 quis g0 12 POKiB (< 50 kr)

A 3aCTOCYBATH 3BUYaNH] JIO3M JUIS IOPOCITHX.

Jo3a nedrpuaxcony* Yacrora BBegeHHA* * ITokazanus
50-80 mr/kr 1 pa3 Ha 106y BHyTpimmsoyeperni indexuii
Vcknanneni iHpeKIii CeYOBHUBITHMX mUISIXIB
BKIIIOYAI0YH mies1oHepuT)
Hosarocmitansna mHeBMOHiS
locnitankHa mHeBMOHIsS
50-100 mr/xr 1 pa3 Ha 106y Yexnanueni iexuii mKipy i M’ IKHX TKaHUH
(MakcumansHo 4 1)
Indexnii xicTok i cyrno6is
Benenns namientis 3 HEHTPONEHI€I0, y SKHX
PO3BHHYJIaCs TpPOMAcHHNA 1 € migo3pa Ha
bakrepianbHy indekiio
80—100 mr/kr 1 pa3 Ha 06y BakTepianbuuit MeHinrit
| (MakcHManbHO 4 1)
100 Mr/kr 1 pa3 na noby Bakrepiansauii ennoxapaur
MaKCHMAaNbHO 4 r)

*
Jliana3oHy.

** 'V pasi sactocyBanns 7103, 110 Tep.
TOZMHHHMM iHTEepBasioM).

Ilokazanus y HOBOHapPOIKeHHUX,

0CO0TUBHX cXeM AO3YBaHHA:

Ilpn moxymenTansHO TiATBEp/KeHiH GakTe

piemii ciin posranyT 3aCTOCYBaHHA HAHBHMUIOI JI03H i3 PEKOMEHAOBAHOIO

CBHILYIOTh 2 T Ha 106y, Moxe 6yTH T0LinbHHM BBCCHHSA NpENapary nsiui Ha 106y (3 12-

* TocTpuii cepenniii orur

A1 movaTkoBoro mikyBaHHs TOCTPOTO CEPENHLOTO OTUTY

HEMOBJIAT Ta aiTeil Bikom Bix 15 quis 1o 12 PoKiB (< 50 kr), mo noTpedyoTE

MOXe OYTH 3aCTOCOBaHa OTHOPa30Ba

BHYTDIITHBOM 513082 i1’ €KI1is tedTpuakcony y mosi 50 mr/kr. Hesiki naui cBimuars, mo Y BHIIaJKYy,
KON CTaH INTHHH TSDKKHH a60 monepens Teparis Oyna HeepexTHBHOIO, e Tpuakcon Mosxe 6yt
e(EKTHBHEM TipH BHYTPILIHEOM’ 130BOMY BBEICHHi B 1031 50 Mr/kr Ha 100y npotsrom 3 amis.

* Ilepenonepaniiina npodinakTrKa ingexuiii y micni Xipypriynoro BTpyuanns
50-80 Mr/kr onHOpa3zoBo TIEpe] onepariero.

* Cudinic

PexomenmoBana mo3a 75-100 Mr/kr (MaxcumansHo 4 1) 1 pa3 Ha noby mporsrom 10-14 muis.

Pexomennamii LI0J0 1103

YBaHHs NIpH CHOIIICI, BKIIOYar0gn Heipocudinic, 6asyroTses

Ha Jyxe

obMexennx mauux. CIig Takox BPaxoBYBAaTH HaLllOHAJbHI a60 MicleBi peKoMeHpaii.

* MuceminoBanmnii 6opeios Jlajima
50-80 mr/kr 1 pa3 Ha 100y npoTsro

(panmniii [I1 cranis] i nizmiii [III cranis])
M 14-21 nus. PexoMennosana TPHBAJICTh JTiIKYBaHHS Bapiioe,

CIIiJ TaKOX BPaxoBYBATH HAI[OHAJBH] abo Micuesi pexoMenaanii.

HoBonaponuxeni Bikom 0-14 quis
Hedrpuaxcon nporunokazanmii AJIA 3aCTOCYBaHHS HEJOHOIICHUM HOBOHApOKEHUM BIKOM 110 41 THKHS
3 YpaxyBaHHSM TEpMIHY BHYTPIIHEOYTPOGHOTO PO3BHUTKY (TecTamifHuii Bik + KaJICHIapHHUH BiK).

Jo3a nedrpuakxcony*

Yacrora BBe1eHHn

Ioxazanng

20-50 mMr/xr 1

pas Ha 100y

BuyTpimssouepesni iHbeKuii

Ycknanneni indexnii IIKIPH 1 M’SIKHX TKaHUH

Ycknanueni ingexuii CCYOBHMBITHUX IIUIAXIB
(BKiTIO9arOUH miesToHedpur)

ITo3arocniTanbha nHEBMORIg

=
W e
- : A WEHOK
I'ocnitansHa nHEBMOHIS 270 T

Indexuii xictox i cyrno6is

KOH®IAEHIITHO
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Monyns 1.3 Tpiakcon (Triaxone), 1r, CTEPHIBLHUHA NOPOIIOK MJISt PO3YMHY 15 B/M JINTICHB
in’ excuii 2021 p.
Hedrpuakcon (y Burasmi uedTpHAKCOHY HATPII0)

r Bezenns nanientis i3 Helitponeniero, y sxux
PO3BHHYNaCs MNPONACHHUIA 1 € Migo3pa Ha
bakrepianbHy iHdpeKIio

50 Mr/kr 1 pa3 Ha 06y BaxrepiaibHuit MeHIHTIT

Baxrepiansuuii enpokapaut

*Tlpn noxymeHTansHO IiITBEp/KEHIN GakTepiemii cmia PO3NIAHYTH 3aCTOCYBaHHS HaMBHIIOi MO3H i3 PEKOMECHIOBAaHOTO
JiamnasoHy.
He cnin nepesunrysarn MaKCHMaJIbHY 10060BY 103y 50 Mr/kT.

Ilokaszanns y HOBoHapoxkeHnx Bikom 0—14 NHiB, 0 OTPeGYIOTH 0COGIMBHX CXeM JA03yBAHHA:

* TocTpwnii cepenniii orut
Jnst mowaTkoBOro NiKyBaHHS TOCTPOro CCpPeHBOTO OTUTY MOXE OyTH 3aCTOCOBaHa OHOpa3oBa
BHYTDIITHEOM 513084 iH’ €K11is uedTpHakcoHy y m03i 50 Mr/kr.

* Ilepenonepaniitna npodinakruka iH¢exuii y micui xipypriunoro BTPY4YaHHA
20-50 mr/xr ogHOpa3oBo mepen OIleparlti€ro.

* Cudinic
Pexomennosana nosa 50 mr/kr 1 pas na 100y nporsroM 10-14 nuis. PekoMmenxarii momo JO3yBaHHSI
npH cudinici, BKIOYa09K Helpocudiic, basyroThest Ha myxe oOMexeHMX manux. Co1in Takosk
BPaxoBYBaTH HalllOHAJIBHI ab0 MiCIeBi peKOMeHaaIi.

Tpusajicrs JiKYBaHHSA

TpuBanicts sikyBaHHS 3a71€XKHTE Bin nepebiry XBopoGu. BpaxoByioun 3arajshi PEKOMeHaIii om0
aHTHOlOTHKOTeparii, 3acToCyBaHHs e TPHAKCOHY CITA IPOOBXKYBATH npotaroM 48-72 roguH micis
3HHKHCHHA CHMIITOMIB IIPONACHHL a00 MiATBEPKEHHS TOCSTHCHHS epajuKauii 6akTepiansHoi iHdeKI].
IanieHTH JiTHHLOrO Biky

3a yMOBH 3a/10BinbHOT yHKIIT HHPOK i MeginKH KOPEKILisl J03H TallieHTaM JIITHLOTO Biky He noTpibHa.
IlanienTy 3 neyinKoOBOIO HeOCTATHICTIO

HasBHi nami cBiquath npo BincyTHiCTs Heo6XimHOCT KOPHI'YBaTH H03y Ul NALIEHTIB 3 JIETKOK 200
TIOMIPHOIO NIEYiHKOBOIO HEJOCTATHICTIO Y BUNAZIKY, SIKIIO GyHKIlisE HHPOK He MOpYIIeHa.

Hemae nanux mociimpkeHs moo namienTis i3 Tmkkoro TIEYiHKOBOK HEAOCTaTHICTIO (auB. Posmin 5.2).
IlanieHTH 3 HAPKOBOIO HETOCTATHICTIO

Hemae neobxinnocti snmxysaru A03y UehTPHAKCOHY IS MALIEHTIB 3 NIOPYIICHOIO HUPKOBOIO (hYHKILi€I0
B TOMy BHIAJIKy, AKIIO (QYHKUis NEYiHKH He mopymeHa. Jlume B Pa3i HHDKOBOi HEJOCTATHOCTI y
NepenTepMiHanbHiil cramii (kmipenc kpeaTuHiny <10 wmi/xB) no6oBa mo3a ueTPHAKCOHY He Mae
TIEPEBHIYyBAaTH 2 T.

SIKIIO Maui€eHT 3HAXOMMTHCSA HA Aialisi, HeMae NOTPEOH y 0AATKOBOMY BBEEHHI JTiKAapCHKOTO 3acoby
micis piamisy. IegTpuakcon He BHmanserbcs 3 OpraHi3My NIIIXOM NEPHTOHEAILHOr0 nianizy a6o
remozianizy. PexoMeHayeThes perensauit KiniHigHMi MOHITOPHHT 6e3IeKH Ta e)eKTHBHOCTI npernapary.
HanieTn 3 TAXKAM nopymennsm dyHKiii nevinky i HHPOK

Ilpn opnOwacHOMY TshKKOMY TOPYIICHH] (YHKIIH HHUPOK i mHewiHKH PCKOMEHIIY€ThCSI  PETENbHHUIL
KIIIHIYHMH MOHITOPHHT Ge3neku Ta edexTuBHOCTI nIpenapary.

Crioci6 BBeienHs

BuyTpimnbom’sizose BBenenns
Tpiakcon Mo:xxHa BBOZMTH mUIAXOM rIHGOKOT BHYTPIIIHBOM 5130801 iH’ €Ki BayTtpimmsom’s3os
1H’€KIIIO €I pOGHTH y HEHTP BiXHOCHO BEIMKOroO M’5i3a. Pexomennyerscst BBoqmTH He 6inbie 1 1 B oxn
JUISHKY.

OckinbKH JiNOKaiH 3aCTOCOBYeThCS sk PO3YHMHHMK, OTPHMAHHH PO3YHH HIKONH HE CIiJ BBOJHTH
BITYTPIMINBLOBEHHO (1uB. Pospin 4.3).
3 mMeTor0 nepeonepaniiinoi npodintakTHky HOexil y Micui xipyprignoro BTpY4YaHHs NehTpHaKkcoR:
BBOJIMTH 33 30-90 XBHIIHH 110 XipypriuHoro BTpy4YaHHS.

KOH®IAEHIIMHO



Monayns 1.3 Tpiakcon (Triaxone), 1r, CTEPHJIBLHMI NOPOLIOK /ISt PO3YHHY 1S B/M JIUICHb
IH’ exuiit 2021 p.
Hedrpuakcon (y Burasni uedTpHakcony Hatpimo)

. Inepuyrmusicts no nedrpHakcony a6o no Oyap-sxoro iHmoro nedanocnopuny, ao 1o Oynb-
SKUX JTONIOMDKHHX PEYOBHH, 3a3HAYCHUX y po3aimi 6.1.
e Bupaxena rinepuytnusicrs (Hanpuxnan anmadinakTHyHa peaxuis) B aHaMHe3i 10 Oynb-sikoro

IHIIOTO GeTa-NaKTaAMHOTO aHTHOAKTEpiabHOro 3ac00y (meninumiEK, MOHOGaKTaMY i Kapbanenemu).
. Hedrpuakcon nporunoxasanuii:
* HCHOHONICHMM  HOBOHApOIUKEHHM BikoM 1o 4] THXHA 3 ypaXyBaHHAM  CTpOKy
BHYTPIIIHBOYTPOGHOTO PO3BHTKY (TecTallifHuii Bik + Bik micis HapOJKEHH )*
*  /IOHOLICHMM HOBOHAPOKEHHM (10 28-1eHHOro BIKY):
0 3 rinep6inipy6inemiero, KOBTSHHUIICIO 200 Tinoans6ymMineMiero yu alMI030M, OCKIIBKH II€ CTaHH,
32 SIKHMX 3B'A3yBaHHS 6inipy6iny, iiMoBipHo, nopymrene*
O SKIO BOHM MAlOTh MOKa3aHHs (aGo OYIKYETBCS, IO MaTHMyTh TIOKa3aHHs) OO JIiKyBaHHS
KalbUieM U BHYTPIiLIHEOBEHHOTO BBEJICHHS ab0 KaIbli€BMiCHUMM IHQysisMH y 3B'a3ky 3
PH3HKOM YTBOPEHHS NPELUITITATIB e TpHAKCOH-KaNBLIEBOT COTI (nuB. Po3ninu 4.4, 4.8 Ta 6.2).
* Nocmimkenns in vitro TI0Ka3ayy, Mo Ue)TPHAKCOH MOXKE BHTICHITH 6inipy6iH 3 #oro micup 3B'I3yBaHHA
3 CHPOBAaTKOBUM ams0OymiHOM, m1o0 CTBOPIOE DH3MK DPO3BUTKY O6imipy6iHoBOi eHuedanonatii y mux
HALIEHTIB.
. SIxkmo nigokain BHKOPHCTOBYIOTb 5IK PO3YHHHHK, TIEpE]] BUKOHAHHAM BHYTPIITHBOM'5130B0] 1H'ek11i]
Le)TPHAKCOHY Heo6XimnHo TICPEKOHATHCA Y BiACYTHOCTI POTHIIOKA3aHb 110 mifokainy (muB. Pozmin 4.4).
HuB. indopmarmio = KOPOTKIH XapaKTepHCTHIII JMKapCeKOTo 3acoby s JiNOKaiHy, 0coB6IHBO
IIPOTHIIOKA3aHHS.
. Pozunnu nedrpuaxcony, mo micrsrs JOKATH, HIKOJM He CIIi BROIUTH BHYTPIIIHHOBEHHO.

Oco0iuBi 3acTepesenns Ta 3an06ixkui 3AX0AH 11
Peaxnii rinepuyriausocri

Ax i mpu 3acTOCYBaHHI BCIX GeTa-TaKTAMHIX aHTHOIOTHKIB, MOBizOMIAIOCS 1IPO BHNAAKH CEPHO3HHX
PCaKIiil rinepuyTnuBOCTi, iHOAI 3 JMETANEHMM HacmakoM (muB. Posmin 4.8). YV pasi Txkux peakuiit
TINEPYYTIHBOCTI  3aCTOCYBAHHS UeTPHAKCOHY CJi HeraifHo OPUIMHUTH Ta BXHTH HAIEKHUX
HEBIIKJIAJHUX 3aX0JIiB. Ilepen mouatkom sikyBaHHs cmin BCTAHOBHUTH, YH € y TALI€HTA B aHAMHE3] TOKKI
peakuii rinepuyTaMBocTi 10 uedTpHakcoHy, iHmmx nedanocnopuHis a6o iHIMX THITIB Oera-nakramHHX
3aco6is. Crix 3 06epexHicTio 3aCTOCOBYBATH LE(TPHAKCOH NAl[i€HTaM i3 HASBHICTIO B aQHaAMHE31 HETSHKKOT
TiIEPYYTIHBOCTI 110 iHIIHX GeTa-TaKTaMHuX Tpenaparis.

3apeecTpoBaHi BUIAIKH TSHKKHX HeGaKaHmx PeaKuiif 3 60Ky wIKipu (cHHEpOM Crisenca-/[>oHcoHa aGo
cuHApoM Jlafenna/Tokcnanuii CHifAEPMaTbHUIN HEKPOITI3, peaKIlis Ha JKapCHKHiA 3aci6 3 eosuHOiTiCcIO Ta
CHCTCMHUMHI cuMntoMaMu (DRESS-cunapom)), sixi MOXYTh OYTH HebGe3NnedHHMH IS SKHTTS 260 MaTH
JICTANTBHUI HACITIJIOK; OJHAK YaCTOTA IIHX ABHIN HeBioMa (muB. Posin 4.8).

Bsaemonis 3 ikapcekumu 3ac00aMHu, 110 MicTSTDH KaJbIIii

Y HENOHOMICHHX Ta NOHOIICHMX HEMOBIAT BIKOM MeHIe 1 Micaus ommcaHo BHmamku YTBOPEHHS
NPCLHIITATIB  KalbIi€BOi COIi LHE(QTPHAKCOHY y JereHsx Ta HUPKax 13 JICTAILHHM HACIiJIKOM.
onaitMenine ogHOMYy 3 X mamienTin e TPHAKCOH Ta KalbLiil BEOIHIN Y pi3Hui Yac Ta yepe3 pizHi
BHYTDIIIHBOBEHH] iHOY3ilHI cHCTeMu. 3rilHo 3 HasgBHUMH HayKOBHMH NaHHMH, HE 3apeeCTPOBAHO
HiATBEP/DKCHUX — BHIIAIKIB YTBOPEHHS  BHYTPILTHBOCYIHHHHX NPCLHIITATIB, OKpiM  TakHX y
HOBOHAPOIDKCHHX, SKHM BBOJMIM LE(TPHAKCOH Ta KaJbIIEBMICHI pO34YHHH a60 Oynp-axi  immm
KaJIbIIEBMICHI npenapaT. Y DOCHiKeHHSIX in vitro Byno mokasaso, o HOBOHApPO/DKEHUM 3arpoxkye
MiIBUICHAN PU3HK YTBOPEHHS NPEUHUNITATIB KaIbLiEBOT O e TPHAKCOHY MOPIBHSHO 3 MaIieHTamMu
IHIIMX BiKOBHX TpyII. .

[Ipu 3acrocymanmui nedrpuakcony marientam Oyap-gKoro Biky TPEIapaT He MO)XKHA 3MimIyBaTH abo
BBOZIHTH OJTHOYACHO 3 Oy/b-KHMH PO3UMHAMH IS BHYTPIIIHLOBEHHOTO BBEJICHHS, [0 MICTATE KaJbli,
HaBITh IIPH BUKOPHCTAHH] pi3HHX iHy3iliHUX crcTeM aGo BBeCHH] IpeNapaTis y pismui indysiitni ming
IIpote manienTam Bikom Bix 28 nHis e TPHAKCOH Ta KaJIbIieBMiCH] PO3YHHH MOKHA BBOJIUTH MOCITiZ0
OJMH IICJIA OJJHOTO, 32 YMOBH BBEICHHS penapaTis yepes pizui indysiitni cucremu y pi3Hi [ L e
abo 3aMiHH uM peTensHOroO NIPOMHUBAHHI IHQY3iiiHOT cHCTEMH Misk BBeeHHIM IUX 3ac00iB 4 J
COJIbOBHM PO34YMHOM, 11100 3aMOGIrTH YTBOPEHHIO NPENUMITATY. ‘
[ManienTam, sxi NOTPeOYIOTh MOCTINHMX iHGY3ii KaTbIieBMicHIX PO3YHHIB [JIs1 TIOBHOTO f;

. . . 4
XapayBanns (I111X), Meanuni npanisauxu MOXYTb IPU3HAYUTH aTbTCPHATHBHI aHTHOA j

DH 32CTOCYBAHA]]
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Monyns 1.3 Tpiakcon (Triaxone), Ir, CTePUILHUH NOPOIIOK s PO3YMHY 15 B/M JIUIICHB
in’exuin 2021 p.

[ledTpuakcon (Y BUr 1511 ueggrguaxconz HaTpir)

Tina. Takox BBeneHHS po3unHiB st IIIIX moxHa NPU3YIHHHTH Ha Yac iHQy3ii ueTpHakcony Ta
NpOMHUTH 1HQY3iiHI CHCTeMH Mixk BBCACHHAM pO3YHHIB (uB. Posnimi 4.3, 4.8,5.2T126.2).

EITM

AOCTIKEHHAX 6yI10 TI0Ka3aHO, IO Ue(TPHAKCOH, AK meski iHmi 1eDaNOCIIOPUHEY, MOXeE BHTICHATH
Olmipy6in 3i 38’ 3Ky 3 aMBEOYMIHOM CHpOBaTKH KPOBI.

Hedrpuakcon nporunokasanmiz HEIOHOIICHHM Ta JOHOIICHHM HOBOHAPOIDKCHHUM, SIKHM 3aTDOXKYE PH3HK
PO3BHTKY Oi1ipy6iHOBOi ennedanonarii (mmB. Pozzin 4.3).

IMyHoomocepenkoBrana remoiTnuna a"eMmis

Bunagku IMyHOOIOCEpe IKOBAHOT TeMOJIITHYHOI aHeMii CHOCTEPIraiucs y MallieHTiB, sKi OTPUMYBaIH
aHTUOaKTepianbHi 3aco06u Knacy nedanocnopunis, y TOMy wHcyi uedTpuakcon (aus. Posmin 4.8). Taxki
BHIAIKH I€MOJIITHIHOI aHeMii, B TOMY YHCII 3 JIETaJIbHHAM HacniakoM, Gy 3apeecTposani y Iepion
JIKYBaHHS e TPHAKCOHOM sk Y AOPOCIHX, TaK i y miTeit.

Axmo nin gac 3actocysanns e TPHAKCOHY y manieHTa BUHKUKaE aHEMisl, CITT POSIIISHYTH iarHo3 aHeMii,
acoUiHOBaHOi i3 3acTocyBaHHAM 1edanocnoputy, Ta NpHIMHHTH 3aCTOCYBaHHA Le(TPHAKCOHY 10
BCTaHOBIICHHS €TIONOTi] 3aXBOPIOBAHHS.

Z!OBI‘OTQI/IBaJ]e JIKYBaHHS

ITpu AOBrOTPHBAIOMY JKyBaHHi  Ciif PCTYJAPHO  TIPOBOAMTH  DPO3TOpHYTHH aHAi3 KDOBI.
Kounir/naamipunii pict HEYYTIMBHX MiKpPOOpraHizmip

Bunanxu xonity ta TICCBOMEMOPaHO3HOTO KOMiTY, acoliffoBaHMX i3 3aCTOCYBAaHHSM aHTHOAKTepiaIbHHX
3ac00iB, 6ynn 3apeecTposani Ha T 3aCTOCyBaHHA MalbKe BCiX aHTHOAKTepiasHuX 3aco0iB, y ToMy ymci
nedTpuakcony. THKKICTs mux 3aXBOPIOBaHL MO KONMBATHCSA BiX Jierkoi 1o 3arpO3JIMBOI IS KHTTS.
Tomy BaxnBO BPaXOBYBaTH MOXUJIHBICTh TaKoro AarHo3y y maIieHTis, Yy SKMX mij gac abo micig
3aCTOCYBaHHsA LE(YTPUAKCOHY BHHHKJIA miapes (muB. Posmin 4.8). Cmix posrmsmyTH momninsHicTE
LIDHITHHCHHS Tepamii negTpuakconom Ta 3aCTOCYBaHHS BIAMOBIOHHUX 3aCO6iR nporu Clostridium difficile.
Jlixapceki 3acobu, o NIPUTHIYYIOTh HIEPUCTANIBTUKY, 3aCTOCOBYBATH HE CJIi.

SIx i npu 3acTocyBaHHi iHMIHX aHTHOAKTepianbHuX 3ac06iB, MOXYTb BHHHKATH Cynepingekuii, cnpuauneni
HCYYTJIMBHMH JI0 IPENapaTy MiKpoOpraHisMaMmu.

Tsxka HUpKOBa Ta neyinkoBa HEAOCTATHICTH

V pasi Tmxkoi HHUPKOBOi Ta MEYiHKOBOI HEJOCTATHOCT PCKOMEHIOBaHuH peTenbHHUI KITiHIYHMI
MOHITOPHHT Ge3neky Ta eheKTHBHOCT] 3acTocyBaHHs npenapary (aus. Pozuin 4.2).

BuuB Ha pesyanrara CePOIOTIYHHX J0CTinKeHD

IIpu 3acrocysansi nedTpuakcony tect Kym6ea mosxe MaBaTH XUOHOMO3MTHBHI pe3ynsTath. Takosx
HNeQTPHAKCOH MOosKe CHIPHYHHATH XHOHONIO3HTHBHI Pe3yNbTaTH aHa/i3y Ha HasBHICTh TaJaKTO3eMi] (nus.
Po3nin 4.8).

IIpu Bu3HAaYeHHi rimoko3n Yy cedi HepepMEHTHHMH MeTonamu MOXYTh OYTH OTpHMaHi XHGHONO3UTHBH]
pesynerati. BusHaueHHs rmokosu B ceui 17 9ac Tepamii HeGTPHAKCOHOM Ctijp po6HTH 3a momoMororo
bepmenTaTHBHEEX MeTOnIB (nmB. Po3nin 4.8).

IBTCPHATHBHI METOH TECTYBAHHS,
Hatpii

Tpiakcon micTuts HaTpiii. Lle citix BpaxoBysarn TALlieHTaM, Ki JOTPHMYIOTECS TieTH i3 KOHTPOJILOBAaHUM
BMICTOM HaTpilo.

CuekTp aHTH6aKTepiaaLHOI AKTHBHOCTI

Hedrpuakcon mae oGmesxennit CHCKTP aHTHOAKTepianbHOI aKTHBHOCTI i MOske OyTH Henpm
3aCTOCYBAHHsI K MOHOTEDAIIisl IPH JiKYBAHHI NEBHUX THILB iHQeKii, KpimM BunasKis, KOJY~

MiATBepKeHuH (uB. Posmin 4.2).V pasi TIOMIMIKPOOHHX iH(MEKLiH, Komu Cepe m03pIoE4KTH N36ngm§£§
€ PE3HCTeHTHi J10 negrpuakcony MIKPOOpPraHisMu, cif PO3IIISIHYTH 3aCTocyB i @ﬁ'ifxé}ﬁfx

aHTHOIOTHKIB.,

£ ‘.cv 8
Jlaud
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Monayns 1.3 Tpiaxcon (Triaxone), Ir, crepuabHuii nopomox nus PO3YMHY 015 B/M JIMTICHB
in’exuii 2021 p.
_ Hedrpuakcon (y Burasni uedhTpHaKCOHy HaTpio)

3acTocyBauns ginokainy

IIpu 3acrocyBanni PO3YHHY JIOKaiHY SK pO3YHHHHKA PO39HHH e TPHAKCORY Ctif 3aCTOCOBYBATH TIIHKH
A1 BHYTPINTHBOM'SI30BUX iH'ekiit. Posuny NinoKaiHy He ciTij BBOAHTH BHYTPINIHLOBEHHO.
Kosunokam’sina xgopo6a .

3acriii sxoByi

Bunanku IIaHKPEAaTHTy, MOXJIHBO CIIPHYHHEH] OOCTpYKIIi€0 3KOBYHMX IIsXiB, 6y 3apeectposani y
TAL[IEHTIB, SKi OTPUMYBaIH nedTpuakcon (mus. Posmin 4.8). BiTbLIiCTE i3 TAKHX MaieHTiB Mamy dbakropu
PH3HKY PO3BHTKY X0JIECTa3y Ta yTBOPCHHS GimapHoro cnamky, Taxi sk TIONIepE NS 3HAYHA Tepallis, TSHKKA
XBOpoba Ta NIOBHE MapeHTepanLHe XapayBaHHs. He MoxHa BUKIIIOUaTH, 110 inimitoo9nm aGo JOIaTKOBHM
(haKTOpOM pO3BHTKY mBOTO TOPYLICHHA MOXE OYTH YTBOPCHHS Y SKOBYHHX IUISXAX MIPELMITITATIB
BHACIJIOK 3aCTOCYBaHHS nedTpHakcony.

HupkoBokam’sna xsopo6a

Hosinomnanocs npo sumanku YTBOPCHHS. HHPKOBHX KaMCHIiB, IO 3HMKATH Micis NIPUIIHHEHHS
3acTocyBaHHs uepTpuakcony (nus. Posmin 4.8). YV pasi HasBHOCTI cuMIITOMIB CIIiz 3po6uTH YJIETpa3ByKOBE
obcrexenns. Pimenns mono 32CTOCYBaHHA JIKAPCHKOTO 3ac06y HamicHTaM i3 HasBHICTIO B aHaMHe3i
HHPDKOBHX KaMeHiB a6o rinepKanbiiypii  mpuiimae JMiKap, 3BaXAIOYH Ha PE3YJIbTaTH  OLIHKH
CIIBBITHOINEHHS KOPHUCTB/pU3UK B KOHKPETHOMY BHIIA/IKY.

Peaxkuin Hpnma—l’epkcreﬁmep_a (PAD)

Ilicns  3akiHueHns MIKYBaHHSA Le(GTPHAKCOHOM Y AefiKMX NalLi€eHTiB 3 iHbeKuiero, CIIPHYHHECHOIO
CIIIPOXETaMH, MOXe BHHUKHYTH peaknis Spuma-I epkcreiimepa (PAT). g peakiis 3a3enuai MPOXOIHUTE
CaMOCTIHHO abo Moxe 6yTn KyloBaHa CHMIITOMAaTHYHHM JIiIKYBaHHSM, Y Pa3i BUHMKHEHHS peakuii Spumnia-
I'epkcreiimepa nixysanns aHTHO10THKAaMH IIPHIIHHATH He cip.

Ennedanonaris

uedrpuakcony (Hampuknan, 3sHWKeHHS PiBHS CBiZOMOCTI, 3MiHa mcuxignoro CTaHy, MiOKJIOHis, CymoMH),
CIJIiJ PO3TIISIHYTH IUTaHHS TIPO MIPUITHHEHHS 3aCTOCYBaHHS uedrpuakcony.

.5 Baaemonis 3 immumu JKADCHKAMHA 32c00aMH Ta iHmi Buan B3aEMON

Posunnnuku, mo wmictars KanbUii (HampHkiaz, posdun Pinrepa a6o posuun T apTMaHa) He ciin
BHKOPHCTOBYBAaTH ISl BiZHOBJICHHS IedTPUaKCOHy y uakoHax aGo A TIOJANBIIOTO  PO3BEHCHHS
BIIHOBJICHOTO DO3YMHY i BHYTPIIIHOBEHHOTO BBEICHHS, OCKLILKH MOXE YTBOPHTHCS IPEHITITAT,
Ipennmitaty  kansuiesoi coumi He)TPHAKCOHY Takox MOXYTh  yTBODIOBAaTMCA IPH 3MilIyBaHHi
LepTpPHaKCOHy 3 KaNbLieBMiCHEMU PO3YHHAaMM B OfHiH iHY3iiHIH cHcTemi, Ledrpnakcon ne moxmHa
BBOZIUTH ONIHOYACHO 3 PO3YHHAMH IS BHYTPINIHEOBEHHOTO BBC/ICHHS, IO MICTATH KaJbIIiH, y TOMY YHCIIi
3 KalbUIEBMICHUMH DO3YHMHAMH s TPHUBAJIUX 1HQY3iH, TakUMH sk POSYMHH Ul TMapeHTepaIbHOTO
XapayBaHHA, 3a JONOMOTOX Y-NOmiGHOI CHCTeMu. OnHak ycim NalieHTaM, Kpim HOBOHAPOIKECHHX,
LeTPHAKCOH i KalbLieBMicHi POSTHHH MOXHA BBOIMTH IIOCIIJOBHO, ONHH IIicis OITHOTO, SIKIIO\Mix
1H}y3isMH perensHo HIPOMHTH CHCTEMY CYMICHOIO PifHHOI0. Y JOCIIIKCHHSAX in Vifro
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Monyns 1.3 Tpiakcon (Triaxone), Ir, CTEPHIBHHH NOPOLIOK A PO3YHHY 1Ji% B/M JIMIICHb

in’exuii 2021 p.
HedTpuaxcon (y Burasai uedTpHaKkcoHy HaTpio)

HOPMaJIi30BaHe CIIiBBiHONICHHS (MHC) ta Hanexuum gmnom KOPEryBaTH 03y aHTaroHicTa BiTaMiny K
SK M1J 9ac, Tax i mcmus Tepamii nedrpuakconom (mmB. Pozpin 4.8).

Ienyrots cynepewmsi nani OO NIOTCHIIHHOTO MOCHACHHS TOKCHYHOIO BIUIUBY aMiHOIJIKO3HAIB Ha
HHDKH TIDH 1X 3acTOCyBaHHi pasom i3 uedanocnopuramu. V. Takux BUNAJIKaX CIIA PETEIbHO
AOTPHMYBATUCS PEKOMEHNAIH i3 MOHITOPHHTY piBHs aMIHOIIKO3KiB (Ta byHKuii HEPOK) y KminiuHil
TIPAKTHII.

Y nocnimxenni in vitro IIDH  3aCTOCYBaHHi Xnopamoenikony y komGimamii 3 e TPHAKCOHOM
CIIOCTEpIraaucs aHTarOHiCTHYH] edexru. Kininiuna 3HAYYIIICTh IIMX NaHHX HEBimoMa.

Hedrpuakcon, sk i immi aHTHOIOTHKH, MOske CIPHIMHATH XHOHONOSHTHBHI pesyisTarn aHa;zy Ha
raJakTo3eMio. 4
[Toxi6ruM unHOM TIpM BU3HAYCHHI IIIIOKO3H y Cedi 3a OIOMOro0 HE(PEPMEHTHHUX MeTonin pe3ynbratu
MOXYTb OyTH XHOHOIIO3HTHBHIMH, 3 ui€ei npuunHY y nepiox 3aCTOCYBaHHA e TPHAKCOHY CJIi BU3HAYATH
PIBEHB ITIOKO3H Y cedi 3a 10IOMOTo10 depmenTHux Mertoqis.

Hopymens  dynxuii HHPOK HE chocTepiragocs micis CYIYTHBOTO 3aCTOCYBaHHS BENHMKHX J03
1eQTPHAKCOHY i HOTYXHHX JUypEeTHKIB (HanpHKiay, dypoceminy).

OnnouacHe 3actocysanmns NPOGCHENH Ty He 3HIKye BHBEICHHS nedrpuakcony.

TNIEPEBKAE HAJT PU3HKOM.
T'onyBanns 10 ,
Hedrprakcon B HU3EKHX KOHUEHTPALiX MPOHHKAE Y IPy/IHe MOJIOKO, OTTHAK y pasi 3aCTOCYBaHHS neTpHaKcony B
TCPANCBTHHHX N03aX SKOMHHX e(eKTiB Ha AiTei, sKi nepebyBaroTs Ha TPYIHOMY BHT'ONIOBYBAHHi, HE OUIKYEThCS.

Hebaxannmu peaxuismr na nedTprakcoH, npo sxi HaifgacTimre HOBIIOMIISLIOCH, € CO3HHO LIS, NEHKO
TPOMOOLUTONCHiSs, Miapest, BUCHII | 30UIBIICHHS PIBHIB MEYiHKOBHX tbepmenTiB. _
Hani i Bu3HaYeHHs wacToTH HPIT (sebakana peaxuis ma npenapar) miss uedTpHaKcor

PE3YNBTATI KIHIYHMX JOCII PKEHD, ”f S/ By o 3 B 53
3a yacroToro peakuii xacudikoBaHi Takum YHHOM; g & Pt
% Fiedist
G
K «\ Ne208103 890
w % o
KOH®IIEHIIITHO NS



Monyns 1.3

Tpiaxcon (Triaxone), Ir, CTEePHIILHUH MOPOIIOK O PO3YHHY 1JI B/M JIMIICHE
0’ ek 2021 p.
Hednpnaxcc(ﬂy BHLJIANI HeTPHAKCOHY HaTpiio)
. Hyxe wacro (> 1/10)
. Hacro (Bix > 1/100 no < 1/10)
. Hewacto (Bix>1/1000 no < 1/ 100)
. Pinxo (Bix > 1/10000 no < 1/ 1000)
» Hesinomo (yactora e mosxe OyTH oniHeHa 3a HasBHUMH JaHUMH)
Cucremuo- acro Heyacro Pinxo Hesinomo® 7
OPraHHM# KJjac
Indexuii Ta inBasii ["enitanbHa rpubkosallceromembpa- Cynepindexnis®
iHDeknis HO3HMH KoJTiT?
3 60Ky KpoBi TalEosnHOdinisn ["panynonuroneHis [emoriTiana anemis®
imMbatyroT Ulelikonenis IAHeMid ArpaHyJIonuTO3
CHCTEMH TpombormToneHis Koarynonaris
3 6oky imyHHO] AHadinaKTHYHMIT oK
CHCTEMH /AHadinakTHuHa peakitis
AHadinaxToinna peaxuis
[TlinBuImEeHa Yy TIHBicTE
Peaxuist Spuma-
["epkcreiimepa®
3 60Ky HepBoBOj] ["onoBHuit 6inp Ennedanonaris (Cynomn
CUCTEMHU 3anamopouenns
3 60Ky oprawuip IBepturo
CIIyXy T
IabipuHTY
3 60Ky mUXanpHO] bporxocnasm
CHCTEMH, TPYIHOI|
KJIITKH Ta
CEPENOCTiHHA
3 6oky HUTyHKOBO-[/[iapes® Hynora ITankpeaTnt®
KHIIKOBOI'O Pinki bnoBanns CroMatur
aKTy BHUIOPOXKHEHHS I'ocur
3 Goky meuinku TallinBumenns Ocayt B 50BYHOMY Mixypi®
PKOBYOBMBIJHHUX  [DiBHS NEYiHKOBHX| KepHikrepyc '
ITUISIX 1B hepmeHTiB I"enaTut®
XomnecTaTHunmii rematHT®
3 Ooky mkipu TaBucun CBepbix Kponus’saka  (Cunzpom CriBenca-
i AIIKipHIX JI>oHCOHA®
TKaHUH Toxcuunmii eminepmansuuii
HEKpoTi3P
MynsTHhOpMHA eprTemMa
[ocTpuit  remepanizosanmiy
CK3aHTEMATO3HUH
[IyCTYJIL03
Peakilis Ha nikapchkuii 3acif)|
3 eo3uHodimero Ta
CHCTEMHHMH  CHMIITOMaMH|
(DRESS)®
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Monyns 1.3 Tpiaxcon (Triaxone), 1r, CTEPUILHHUIE OPOIOK Ik PO3UMHY 1151 B/M JIMIIEHb
iH’exuin 2021 p.
Hedrpnakcon (y Burasai uedTPHAKCOHY HATpiK0)

!?TinKy HUPOK Ta ["emMatypis Ounirypis

CCYOBUBITHUX ['niko3ypis Ocan B mupkax (o6opotHoro

UISXiB XapakTepy)

3araneHi posnamu Dnebit Habpsixk

Ta peakuii B micui bine B Micui iH’exuiilO3n06

BBEIICHHS [Tipekcis

UTaboparopni  Ta [linBumenHs  piBHs XHOHOMO3HTHBHA npo0a

IHCTPYMEHTANIBHI KPCATUHIHY B KPOBI Kym6ca®

ImaHi XUOHOMIO3UTHBHHIT TecT Ha)
rajnakTo3emio’
XnubHONO3uTHRHI
pe3yJIbTaTH
He()EPMCHTaTHBHIX METO/IIB

BU3HAYCHHS TIIFOKO3H?

* I'pyHTYI0TBCSI Ha IOCTMapKe THRIOBHX THOBIIOMICHHSX. OCKiJIbKH 1H(pOpManis npo 1i peakwii HaxcHTaeTHCS
NOOPOBITBHO 1 cTOCyeThCs IOy IALii HEBH3HAYEHOTO PO3MIpy, HEMOXKIIHBO NOCTOBIPHO ONIHHUTH iX
4acToTy. V 3B'I3KY 3 MM 9aCTOTa BU3HAYAECTHCS K HEBioMa.

® JTuB. posmin 4.4,

¢ 3a3BHYail MaB 3BOPOTHHMIA XapakTep Micis BigMiHu uedTpHaKcony.

Omnuc oxpeMux noGiuHNx peakiii

Indexuii Ta inBasii

ToBinomnenns npo miapero micys 3aCTOCYBaHHs LEPTPHAKCOHY MOXYTh GyTH TOB'I3aH] 3 Clostridium difficile.
Y TaKux BUNagKax HEOOXiTHO BBOTUTH JOCTATHI KUIBKOCTI PifMHH i eyeKTpomniTin (muB. Posnin 4.4).
IpemunitaTa kaabuiesoi couti negrprakcony

Y neper4acHo HapoKEHHX i OHOMCHHX HOBOHAPODKEHHX JUiTeiH (y Biwti <28 yHiB), sixi OTPHMYBAJIH JTIKYBaHHs
He)TPHAKCOHOM 1 KabItieM BHYTPIIIHBOBEHHO, y PiKHX BHIIAIKax PCECTPYBANH TSDKKI Ta, iHOJI, JIeTajbHi
Hebaxani peakuii. [Ipermmitaty KaJIbIIi€BOI coui uedTpuakcoHy Gy BHSBIIEHI B JiereHsx i HHPKaX OpH
ayroncii. Bucokuii pusnk YTBOPCHHA OCally Y HOBOHAPOIDKEHHX € Pe3yJBTATOM MAJIOro 06’eMy KpoBi i
TPHBAJIIIOTO NEPiOy HAIBBUBECICHHS e TPHAKCOHY y MOPIBHSAHHI 3 JOPOCTHMH (muB. Po3nimu 4.3,4.41a 5 2},
Hosinomiwsnocs npo Bunagku TIPCIMIITALI] B CCYOBHBIHMX IUISXaX, HacaMnepes, y [iTeH, ki OTpuMyBaIH
IEeHTPHAKCOH Y BUCOKHX JOGOBHX 103aX (Hanpukian > 80 MI/KT/1106y a6o cymMapHux N03aX, 110 IIEPEBHIIYBAIH

10 rpamiB) Ta mpu HasBHOCTI iHIMX (haxTopiB pH3KKy (HampHKIam OGMesKCHHS CIIOXXHBaHHS PiguMHH abo
HOCTUTbHUI pesxum). I1eit cran Moyxe MaTH KJIiHI9HI TIposiBH aGo 6yTH OE3CHMIITOMHEHM, MO>Ke TIPHU3BECTH JI0
HUPKOBOI HEIOCTATHOCTI 1 aHypii Ta 3HUKAIOTD TTiCIg BiIMiHH He(TpHakcony (muB. Pozzin 4.4),

Iperunitar kamsmieBoi comi LCHTPHAKCOHY B 5KOBIHOMY MiXypi criocrepirascs, HacamIiepesi, y Mal{i€HTiB, sIKi
OTPHMYBAIIH [IO3H BHIIE PCKOMEHIOBAHO! CTAHIAPTHOI J03M. IIpocniexTHBHI 1OCTi/DKEHRS MoKasam pi3Hy
JacToty (opMyBaHHA ocamy y miteit IpH BHYTPIUIHLOBEHHOMY BBEACHHI — Oitsme 30 % B nmeskux
NOCTIDKeHHSX. Bunanku thopmyBanms ocay peectpyrotscs PifIIe NpH NOBiNbHIi iHpy3ii (20-30 xBrmn). Leit

Hinposnin ¢papmakonarasay Ta BHPOOIB MeIMYHOr0 NPH3HAYEHHS
Bimnin nikapcrkux 3aco6is — Minictepcrso oxoponn 3n0poB's OAE
Tapsaa ninia: 80011111

Email: pv@mohap.gov.ae

Iomrosa ckpunrka: 1853, Hy6ai, OAE
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Mogyns 1.3 Tpiakcon (Triaxone), Ir, cTrepuabHuii nopowok s PO3YMHY NI B/M JIMIICHb
IH’ ek 2021 p.
Hedrpuakcon (y Burasai e TpUAKCOHY HATPiI0)

IIpu nepenosyansi MOXYTh BUHHHKHYTH TaKi CHMIITOMH SIK Hy1OTa, GIIFOBAHHS Ta niapes. Konnentpangiro
LehTPHAKCOHY He MOXKHA 3MCHIINTH 3a AOTOMOror reMomianisy abo NepHTOHEATLHOrO Jlaiizy.
Crnemndiunoro AHTHROTY Hemae. JliKyBaHHs lepe103yBaHHS MOBHHHO OyTH CHMIITOMATHYHHM.

DPapmakoTepaneBTHYHA rpyna: Antu0akTepianbHi  3aco6um s CHCTEMHOI'0  3aCTOCYBaHHS,
Le(anocnopuHy TpeThoro TIOKOJIHHS,
Kox ATX: J01DD04.

oo

Mexanizm pii
Hedrpuakcon  imribye  cumres KITHHHOI  CTiHKH Oaktepii 3 mnomambIIM NIPUENHAHHAM [0
NICHIMIIH3B I3y 109X  GiIKiB (I13B). Le npmBoguts no NICPCPHBAHHS  OIOCHHTE3y KIITHHHOI CTiHKH
(menTunorikany) Ta CIIPHYHHIOE JII3KC 1 3arn6ens 6aKTepiatbHOT KITiTHHL,

Pe3ucrentnicrs

Bakrepiamsha pesuctentHicts mo e TPHAKCOHY MOXe pO3BHBaTHCS BHACIZIOK i OHOTO aGo JeKimbKox
MEXaHI3MiB:

* riaponis bera-nakTamMazamy, Y TOMy 4HCTi OeTa-lakTamMa3amu posumpeHoro cniekrpa (BJIPC), kapbanenemamu
1 Gepmerramun Amp C, sxi MOXYTb NPOAYKyBaTHCs abo OyTH cTaGiibHO ACPCIIPECOBAaHMMH B OKPEMHUX
acpOOHMX rPaMHETaTHBHUX BUIAX Gaxrepiii;

* 3HIDKEHHS CIIOPiHEHOCTI TNCHILMITIH3B I3y 0uHX GUIKIB 110 e TpHAKCOHY;

* HCIIPOHHKHICTH 30BHIIIHEOT MeMOpaHH Y TPaMHETaTHBHUX MIKPOOPTaHi3MiB;

* OaxTepianbHuil edmokcHMI Hacoc.

I'pannyni 3HaYeHHs IPH BU3HAYEHH]I YYTJIHBOCTI

I'pannyni 3Hauenns mwis MimiMagsHOL 1Hri6yr040i KoHIeHTpawii (MIK) BusnHaueni €Bpomeiichkim
KOMITETOM 3 TeCTyBaHHS aHTHMIKPOOHOT 9y TIHBOCTI (EUCAST):

IlaTtoren Meton possenenn (MIK, MI/JI)
Yyrausuii Pe3ncTeHTHMIA
Enterobacteriaceae <1 >2
Staphylococcus spp. a. a.
Streptococcus spp. (rpymu A,B,CiQG) b. b.
Streptococcus pneumoniae <0,5° >2
Viridans group Streptococci <0,5 > 0,5
\Haemophilus influenzae <0,12° > 0,12
Moraxella catarrhalis <1 >2
Neisseria gonorrhoeae <0,12 > 0,12
Neisseria meningitidis <0,12°¢ > 0,12
He noB’sizani 3 Bugamu < 19 > 2

a. BucHOBOK mpo wyTimBicTs 3pOGIIEHO Ha OCHOBI Yy TIHBOCTI 10 HEeOKCHTHHY.
b. BucHOBOK mpo uyTimBicTs 3pO0JICHO HAa OCHOBI Yy TIHBOCTI 10 HEHIIHTIHY.

-¢. Pimko BHHHMKaOTH i307m8TH 3 MIK, mo nepesumtye rpannuni smagenns 9YTIMBOCTI. SIKIO Take
CTIOCTEpIraeThes, CIN MPOBECTH TIOBTOpHE TCCTYyBaHHS, a y pasi MiATBEPIKCHHS — BIINIPaBUTH y
pedepentry naGoparopito.

d. I'paunani 3HaueHns CTOCYIOTECA N06OBOI BHYTDINIHBOBCHHOT m031 1 1 x | Ta BHCOKOI O3
ImoHakMeHme 2 rx 1,
Kniniyna edexruBnicrs momno oxpemux NATOreHiB :
HonmpenicTs HabyToi pesucrenTHOCTI MOJKE 3MIHIOBATHCS 3aJICXKHO Bil reorpahivHoro periony,
BHJIIB — 3 IUIMHOM HacoM, TOMY JOCTYIHICT, MIiCLIEBOT iH(OpMANi BimHOCHO PE3UCTEHTH

JUKYBAHHI TSDKKMX HOEKIH, € 6axaHoo, Axuwo micriera nonmpericTs PE3UCTEHTHOCT]
e TPHAKCOHy, ImoHaiMeHIIe s ACSKUX BUAIB IH(EKLH, € cyMHIBHOIO, crin 3BEPHYTHCA 10

KOH®IIEHLIIMHO




Mogayins 1.3 Tpiakcon (Triaxone), 1, CTEPHIILHUH OPOIIOK A1g PO3YHHY 108 B/M
K’ exuii
Hedrpuakcon (y Buragai uepTPHAKCOHY HATPiI0)

JIUIICHb
2021 p.

Wymmzi BH/IH

I'pamnosuTusHi acpobu

Staphylococcus aureus (MemmmiquTJIHBm?I)£
Koarynasonerarusni CTaiIoKOKH (MeTHIIITHYy TIIHB;) £
Streptococcus pyogenes (rpyma A)
Streptococcus agalactiae (rpyma B)
Streptococcus pneumoniae

Streptococci rpynu Viridans

I'pamueratushi acpo6u

Bonelia burgdorferi

Haemophilus influenzae

Haemophilus parainfluenzae

Moraxella catanfialis

Neisseria gonorrhoea

Neisseria meningitidis

Proteus mirabilis

Providencia spp

Treponema pallidum

Buj, HabyTa pesucTeHTHICTL STKHX Mozxe OyTH mpodJieMoro

I'pamniosutuBHi aepobu
Staphylococcus epidermidis*
Staphylococcus haemolyticus*
Staphylococcus hominis*
I'pamHeraTupHi acpobu
Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Escherichia col?

Klebsiella pneumoniae”
Klebsiella oxytoca™
Morganella morganii
Proteus vulgaris

Serratia marcescens

Anaepobu
Bacteroides spp.

Fusobacterium spp.
Peptostreptococcus spp.
Clostridium perfringens

3a npuponoro pesncrenTri OpraHizMu

I'pamMniosuTuBHi acpo6u
Enterococcus spp.
Listeria monocytogenes

I'paMHeraTuBHi aepo6u
Acinetobacter baumannii
Pseudomonas aeruginosa
Stenotrophomonas maltophilia
AHnaepobu

Clostridium difficile
Tmn:

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

* Bei pesucrenTHi 1o METHITMITIHY CTahiIOKOKH € Pe3HCTEHTHIMA 10 nedTpHaKcoHy.

KOH®IJIEHIIIIAHO
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Monyns 1.3 Tpiakcon (Triaxone), 1r, CTEePHABLHHM MTOPOUIOK /JIA PO3YHHY 175 B/M JIUIICHb
iH’ €Ki 2021 p.
IedTpnakcon (y Burasai uedTpUaKcoHy HaTpilo)

" KoeimienTu pesucrentrocri >50 % IOHAAMEHIIE B OXHOMY PErioHi.
“ITtamm, o nponykyrors BJIPC, 3aBku pesucrenTsi

BeMokTyBanns

Buyrpimsnom’sizoso

IMicns BHyTpimHKOM'30B0T iH'eKTrii CepeHi MKOBI piBHi ICHTPHAKCOHY B IUIa3Mi KpOBi CTAHORIIATE (126 5)
TIONIOBHHU THX, IO CTIOCTCPIraloThest MiC/IA BHYTPILIHBOBEHHOIO BBC/ICHHS €KBIBAJICHTHOT 103H. MakcHMaTbHa
KOHLICHTPALS B IUIa3Mi IHicis OJHOPa30BOi BHYTPINIHBOM'A30BOT 03M 1 T' CTAHOBMTE Ommspko 81 wmr/m i
AOCATAETHCA Yepe3 2—3 rOMHH ITiCIISI BBEICHHS.

IInoma min xpuBoo 3anexHoCTI «KOHLICHTpALlid B IUIa3Mi — 9acy MiCis BHYTPIIIHBOM'SI30BOTO  BBE/ICHHS
CKBIBAJICHTHA TiH, 1110 CTIOCTEPIraeThCs MiCIIs BHYTPIIIHEOBEHHOTO BBEJICHHSA €KBIBJICHTHOT JIO3M.

Posnoin

O6'eM posnoxiny Le(TPHAKCOHY CTaHOBHTL 7—12 I KonnenTpanii, sxi 3uagno TICPEBMIYIOTH MiHIMATBHI
1HTi6yroui KOHUeHTpawii 1S 6iTbIoCTi AKTY&IbHHX IIATOTEHIB, BHSBISIOTECS B TKAHMHAX Oprasizmy,
BKIIFO9AI0YH JICT€Hi, CEpIIE, OBYH] IUISIXH/TIEUiHKY, MUTAITHKH, CEPEAHE BYXO i CIIM30BY 0GOMIOHKY HOCA, KiCTKH
1 CIIMHHOMO3KOBY pifmHy, mieBpamsHY pioMHY, cekper NIEPENIMIXYPOBOT 3251031 1 CHHOBIaIIbHY DilHHY.
IlimBHIeHns cepenHrOi MiKOBOT KOHIICHTpamii B miasMmi Ha 8—15 % (Crax) BHSBIISIETHCH TIPH TIOBTOPHOMY
BBE/ICHHI; CTaH DIBHOBATH JIOCSTAETHCS B GLILIIOCT] BUNAJIKIB IIPOTAroM 48—72 romuH 3aiesxkHo B LUIAXy
BBCICHHSI.

IlpoHukHenHs B okpemi Tkannnu

Hedrpuakcon nponukae B M03KOBi 060m10HKH. TIPOHHKHEHHS € HAMGLIBIIHM IIPH 3aNaJIcHHI 000JIOHOK.
Cepenni mikosi KOHICHTpallii He(GTPHAKCOHY B CIIMHHOMO3KOBIi PiZMHI y Nali€HTIB 3 OakTepiabHUM
MEHIHTITOM CTAaHOBIATS 10 25 % IIa3MOBOTo PIBHS B TOPiBHAHHI 3 2 % MIa3MOBOro PIBHA y mallieHTiB 3
obGononkamu 6e3 3amanenns. ITik KOHIEHTpalii Ne(TPHAKCOHY B COMHHOMO3KOBIi PIIMHI DOCATaeTHCS
NpHOIN3HO depe3 4—6 romuH micis BHYTDPIIIHEOBEHHO]  iH'eKii, Hedrpuakcon mnponmkae yepes
IIaneHTapHui 6ap'ep i1 BUiNseTHCS B TPYZIHE MOJIOKO B HM3bKHX KOHLEHTpaisax (xus. Posmin 4.6).
3B'a3yBanHs 3 Ginkamu :
Hedrpuakcon o6opoTHO 3B'A3YETHCS 3 AIBOYMiHOM. 3B'I3yBaHH 3 GiTKAMH IUTA3MH CTAHOBHTE OIIH3BKO
95 % npy XOHUEHTpanii B wiasmi Hmwkye 100 Mr/11. 3B'13yBaHHs € HaKONMMYYBAJIbHHM, a 3B'13aHA YaCTHHA
3MCHIIYEThCSA 31 3pOCTAHHAM KOHIEHTpALii (mo 85 % mpu xonnenTpanii B miasmi 300 Mmr/n).
Biotpancdopmanis

Hedrpuakcon He MeraGomizyeTscs CHCTEMHO, a TIEPETBOPIOETECS KHINIKOBOIO (hIIOpOI0 Ha HEaKTHBHI
MeTaboTiTH.

Busenenns

[InasmoBwii Kitiperc 3aramsHOro uedTpHakcoHy (3B's13aHOrO i HE3B'S3aHOTO) CTAHOBHTH 10-22 MI/XB. Hupxosmit
KIIPEHC CTaHOBUTH 5—12 mw/xs. 50-60 % UC(TPHAKCOHY BHUBOIUTHCS Y HE3MIHEHOMY BHIVIN 3 Cedero, B
OCHOBHOMY LIIIXOM KITy604koBoi hiETparii, B Toif wac sk 40—50 % BHBOIMTHCS B HE3MIHCHOMY BUITII| 3
xoBu0. [lepion HaniBBMBENEHHY 3arambHOTO e TPHAKCOHY y JOPOCIHX CTAHOBHTE GIM3LKO § TOMIUH.
IanienTy 3 no €HOI0 (DYHKII€I0 HUPOK 200 MeYinkn

Y mauieHTiB 3 HUPKOBOIO a60 MEYIHKOBOIO AUCOYHKITEI0 hapMaKoKiHeTHKA e TPHAKCOHY 3MIHIOETBCS TiTHKH
MIHIMAJIHO 3 JIETII0 TPHBAIHIIIM TCPIOZIOM HAIBBUBE/ICHHS (MEHIIIE Hixk B 2 Pa3H), HaBITh Y MALIEHTIB 3 THKKHMH |

BIITOBITHOTO 361IbIIICHHS TI03aHUPKOBOTO KJIIPEHCY 3arajIbHOTrO e TpHaKCOHy.
V nartienTis 3 nopymreHoro hyHKiti€ero nevinku nepion HaIliBBHBEICHHA ueTpHaKCOHy He 36UIBIIYETHCS Y 3B'S3KY
3 KOMIICHCaTOPHUM TIPUCKOPEHHAM HUPKOBOI'O Kiipency. Ile Takox MoB's3aHo 3i 36LIbIICHHIM y I1a3Mmi Bi 1
paxuii nedrpuakcony, mo CTPHAE TapalOKCATHHOMY NPHCKOPEHHIO 3araibHOro KIpeHcy Tpenapary
36UIBIIEHHM 06’ eMy PO3MIOILTY MapasensHo 3arajbHOMy KIIPEHCY.

Jlronu nitHkoroO Biky

V monei BikoM monay 75 POKIB cepeHiii nepiox HAllIBBUBE/ICHHS, 5K TIPAaBHJIO, Y IBa-TpH p
MOJIOZIMX JOPOCIIHX.,
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Monyns 1.3 Tpiakcon (Triaxone), 1r, cTepuabHuii nopowox s PO3YHHY 1718 B/M JIUIIEHD
IH’ €Ki 2021 p.
Hedrpnakcon (y Burasni uedTpHakcony HaTpio)

KODOTILINHA, HIX Y HOBOHAPODKEHHUX i JOPOCIIHX.

[InasmoBwii kipenc i 06'em PO3MOMLTY 3aralbHOro UCHTPHAKCOHY Y HOBOHAPOIKEHHUX, JTiTeil TPYIHOTO BIKY 1
CTapIINX JiTel GLTbIumi, Hix y JIOPOCIIHX.

JlinilinicTe/eniniiinicTs

30LUIBIICHHAM MEHIIE Hix TPONOpIiAHO 103i. HeniHiiiHicTs € PE3YJIbTaTOM HaCHUYEHHS 3B'I3YBAaHHS 3 OiIKaMu
TIa3MH 1 TOMy BIIACTHBA IS 3aTaJBHOIO IUIa3MOBOTO LE(TPHAKCOHY, a HEe I BIIBHOIO (He3B's13aH0TO)
e TpHaKCcony.

(I)anmaxcoxinemqnnﬁ/d)apmakonnﬂamiqnuifl 3B'A30K

Ak i B iHIMX Geta-nakTamis, (hapMakOKiHeTHIHMI-(hapMaKoTMHAMIHET 1HzEeKC

Haseni nani mocnmimxens na TBapHHaXx, IOKa3aly, IO BHCOKI 03 KAIBILEBOI comi uedTpHaKcoHy
TIPU3BOMIIM 10 YTBOPEHHS KaMEHiB Ta ocajiB Y KOBYHOMY MiXypi co0ak Ta MaBI, siKi BHSBHIMCSH

KOH®IEHLINHO
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Monyns 1.3 Tpiakcon (Triaxone), 1r, CTEPHIILHHMIi IOPOLIOK /17151 PO3YMHY /1A B/M JIMIIEHb
1K’ ekt 2021 p.
Hedrpuaxcon (y Burasmi uegTpHaKCOHy HaTpiio)

Hedrprakcon ve cymicrmit 3 aMCAKPHHOM, BAHKOMILIHOM, (hITyKOHA30I0M 1 aMIHOTTHKO3HIAML.
Posunny, mo Micsrs UeTPHAKCOH, He CTif 3MimyBaté aGo TONAaBaTH 0 1HIMX NpEMapaTiB, 33 BHHSITKOM
PEKoMEHNIOBaHNX B Poanini 6.6. 3okpema, po3unHHMKH, 0 MicTSITS KalbIii (HampuKiIaz, posauH Pinrepa, PO3YHH

PO3BCACHHS Y€ PO3YMHECHOTO BMICTY (hlaKOHA Juis BHYTPIIHBOBEHHOTO BBE/ICHHS Y 3BI3Ky 3 MOXKJIMBICTIO
yrBoperHs ocany. Lledpuakcon He Moxma 3Mimysaty a6o BBOIUTH OJIHOYACHO 3 KAJIBIIEBMICHIMHU PO3YHHAMH,
BIOIXOHAI0H 3aranbHe NapeHTepabHe XapdyBarHs (s, Posmimi 42,43,441a48).

Axmo npusHaveHo nikyBanus 1eTpPHAKCOHY B KOMOIHAL{T 3 iHIIHM aHTHO10THKOM, BBEJICHHS He TIOBHHHO
BiNOyBaTHCS B OHOMY IIpHL| 260 B OZHOMY 1H(Y3iHHOMY pPO34HHi.

Ie# nikapcekwuit 3aci6 He cin 3MILIYBATH 3 IHIIMMH JTiKapCHKUMH 3acobamu, KpiM 3a3Hauenux y Posini

36 MicA1iB 3 JaTH BUTOTOBIEHHS.

XimiyHa Ta ¢isugHa crabimbHiCTH il 9aC BMKODHCTAHHS BiXHOBICHOIO JKapchKoro 3acoby Gyia
TIPOZIEMOHCTPOBaHA NpPOTATOM LIOHAHMEHIIE 6 ToguH NpH KiMHaTHiH Temmeparypi Ta 24 TonmH B
XOJIOUIBHAKY (IIpH Temmepatypi 2-8 °C)

3 MiKpo6ioTOriuHoi TouKH 30py IIPOIYKT C/IiJi BAKOPUCTOBYBATH HETaiiHO. SIKIo He BUKOPHCTOBYETHCS
HEraiHoO, Yac Ta yMOBH 36epirasHs 10 BUKOPHCTaHHA € BIINOBINANBHICTIO KOPHCTYBAYa Ta He MOBHHH]
TPHBAaTH JIOBLIC Jacy, 3a3HAYEHOTO BHIIE, 1S 3a6e3MeYeHHs XiMi9HOT Ta $isuanoi crabinsHocTi mix yac
BHUKOPHCTaHHS.

6.4  Ocobangi3anodixui 32X0/1H NPH 30epiranui

36epiratn npu Temneparypi Hmxue 30 °C. B 3aXHILECHOMY BiJl CBITJIa Ta TEIUIa MiCLIi.

6.5 Tun 1a BMicT YOAKOBKE

Cxnsuuit pnakon USP THNY I, 13 Ipo3oporo ckia, 3akpuTHii TYMOBUM KOPKOM 3 BiIPHBHOIO aTIOMiHIEBOIO
HaKJIaJIKOI0, 3 IPYKOBAHOIO €THKETKOIO, OTHH (hJIaKOH Ta OHa amiyja 3 pO3YHHHUKOM (3,5 MJ1), ylakoBaHi
B IPyKOBaHy KapTOHHY KOPOOKY pa3oM 3 iH(hOpMALiHHIM JTHCTKOM.

IncTpykmii 3 BHKOPHCTAHHSA

BinHosneni posunnu 36epirarots ¢isnany Ta XiMiuHy cTabinbHicTH NIPOTATOM IOHaHMeHIIe 6 ToquH 3a
KIMHATHOI TeMIepatypH Ta 24 ToqHH B XOJIOMMILHHKY (TIpH TeMiepaTypi 2—8 °C). Onnax, six npasmo,
PO3YHMHH CITiZl BAKODHCTOBYBATH BiZpasy micis NPUTOTYBaHHS.

Tpiakcon (Triaxone), 1r, nopomox wis DO3YHHY /U151 in’eKuii
Anst BHYTpilIHLEOM’ 130801 iR’ excii

1 r Tpiakcony pozunnnTH y 3,5 M 1 % PO3YHHY JiOKaiHy rigpoxsaopumy. Pozunn ciix BBOJIMTH HUISAXOM
TIHGOKOT BHYTPIIHEOM 530801 il €Kiy, Ho3u, mo nepesuntyrors 1 1, crig PO3ZUTHTH Ta BBOXUTH y Giskin
HIX OJTHY AUISHKY.

Tpiakcon He cain 3mimyeatu B OMHOMY LINpHIi 3 OyAL-AIKMM Npenapartom, OKpiM 1% po3unny Jinoxain
(JIM1e 1)1 BHYTPIilIHEOM  230B0T 0’ excuii). ‘
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Monyns 1.3 Tpiaxcon (Triaxone), 1r, CTEPHILHHUH MOPOLIOK ISt PO3YHHY /15 B/M JIMIEHb
i’ ek 2021 p.
Hedrpuakcon (y Burasai e TPHAKCOHY HaTpilo)

Bynp-axi HeBuxopwucrani sammmiu a6o BIIXOM HOBHHHI GyTH yTHmizosami BIANOBITHO 10 MicueBux
BHMOT.

lang ®apmacerotikan Inpactpis - [kynsdap

Hirnara, Earport Ctpir, Pac A Xaiima - O6’emnani Apa6eski Emipatn
IT.0. Bokc 997/

Gulf Pharmaceutical Industries - Julphar

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

P.O. Box 997

Ten.: (9717) 2 461 461

®axkc: (9717) 2 462 462

JATA OCTAHHBOI'O IIEPET. JISIY
15 JInunas 2021
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THOOPMALILS JUTS TTALIIEHTA

T'piakcon
(Triaxone) 250 mr, 500 Mr a6o 1 r

CrepuibHuii nopomok aas po3uuny nus in’exuifi - edrpuakcon (y Burasiai uehTPHAKCOHY HATpII0)

VBaxuo npounraiite neii JTUCTOK-BKJIAAKY B NOBHOMY o0cs3i, mepin mix BHKOPHCTOBYBATH Ieif
JiKapChLKH 3aCi0, 0CKiILKY Bil MicTHTE BaXJIMBY 17151 Bac iHdopmaniro.

- 36epiraiire neif indopmaniitauit mcTok. Bam MOX€ 3HaJOOMTHCE IPOYMTATH HOTO Iie pas.

- SIkmo y Bac e 6yap-ski iHmi SAIMTAHHS, TIOCTABTE iX BAIIOMY JIKapIo, bapmanesTy un MeJcecTpi.

- Ileit npenapar GyB npussagenuii mme sam. He nepenagaiite ioro inmmm oco6am. Bin mosxe HAIIKOJUTH
iM, HaBITh SKIIO iX CHMIITOMHM 3aXBOPIOBAaHHS TaKi X, K y Bac.

- SIKINO Y BaC BUHUKIH 6yIb-s1Ki MOGiqH] Peaxilii, 3BepHiThCA 10 Banoro mikaps, hapmanerTa a6o MEJICECTPH.
Ie cTocyeThest Gy ab-IKHX MOXTHBHX 106i9HMX Peakuiii, He 3a3HayeHHUX y IbOMY iHOpMaIiitHOMY JTHCTKY.
JuB. posnin 4.

SIka indopmanis mMicTurses Y uboMmy indopmaniiinomy nmcrky:

1. Io Taxe Tpiakcon/Triaxone Ta 115 9oro Big 3aCTOCOBYETHCA

2. o BaM noTpi6HO 3HATH TICPE/L 3aCTOCYBaHHAM JIKApPChKOro 3aco0y Tpiakcon/Triaxone

3. 5k 3acrocoByethcs Tpiakcon/Triaxone

4. Mosxotuei no6iuni peaxuii

5. Sk 36epiratu Tpiakcon/Triaxone

6. Inmra indopmarnis

1. o Take Tpiakcon/Triaxone Ta AJISA YOTO BiH 3aCTOCOBYEThCH
Tpiaxcon — anTu6iornx, mo 3aCTOCOBYETBCS IOPOCINM Ta JiTsM (y TOMy 9mcoi HOBOHapomkenuM). Horo
poboTa nosusrae y 3HuImEHH] OakTepill, ki BHKIHKAIOTH idekuii. Hanexuts 10 TPYIIH JIIKapPCHKHX 3acO0iB,
AK1 HA3UBAIOTHCA uedanocnopuHamMu.

Tpiaxcon 3actocoByerbest mas JIKYBaHHS iHpeKiii:

* MO3Ky (MEHIHTIT);

* JICTEHIB;

* CCPENHBOTO ByXa;

* YEPCBHOI IIOPOXHHHH 1 YEPEBHO] CTIHKH (nepuronir);

* CCYOBHMBIIHMX NIISIXIB i HUPOK;

* KICTOK Ta Cyr1o6iB;

* IKipH 260 M’SKHX TKAHHH;

" KpOBI;

* cepii.

Horo moxna 3aCTOCOBYBATH JJIfi:

* JiKyBaHHsI crienudigaHnx IH(eKIIiH, 110 IepeNaloThCs CTaTeBUM IUISTXOM (ronopes Ta cudinic);

* JIKYBaHHS NAIL[i€HTIB 3 HU3HKUM PIBHEM JIEHKOLMTIB (HeiTponenis), ki MaroTh NiABHIIEHY TEMIIEPATypy
uepes bakTepianbHy iHpEKIio;

* NiKyBaHHSA iHpEKLil rpyqHOT KITiTKH Y IOPOCIHX 3 XPOHIYHHM GpOHXITOM; :

* JIKyBaHHA XBOopoGH Jlaiima (crprumHEHOT yKycamu KIIB) y JOpoCIMX Ta niTelt, B TOMY YHCI
HOBOHApODKCHUX BIKOM Bix 15 nHiB;

* 3an100iranHs iHpeKLisM i gac omeparii.

2. Ilo Bam noTpi6Ho 3HaTH TIEPEN 3aCTOCYBAHHAM JIIKAPCHKOro 3200y Tpiakcon/Triaxone

Bu He noBuuHi oTpumMyBaTH Tpiakcon, axuo:

" Y Bac ayepris Ha ucTpHaKcoH abo Oyab-sKuit iHMmMI iHrpenieHT HBOro JKapCHKOro 3aco6y (BKazaHH
po3nini 6);

* y Bac Oyma pantoBa a6o Baxkka aNepriyHa peakiis Ha NEeHIMUWIH 9K noxiOHi aHTHGiOTHKH
ueanocnopunn, kapGamneHemu a6o MoHOOakTaMH). O3HaKM BKIIOYAIOTE panToBuil Habpsk
00IHYYs, AKMH MOXKeE yCKIaTHUTH AMXaHHA Y1 KOBTAaHHS, PaNTOBHH HabpAK PyK, CTOM i Tom
CHJIBHHH BHCHII, IKHH IIBHIIKO PO3BHBAETHCH;

" ¥ Bac anepris Ha JifOKaiH, i BaM CJIij BBECTH TPiaKCOH y BHIISI BHYTPIIIHBEOM 530807 iM
Tpiaxcon He c1in npusnayaTn HEMOBJIATAM, AKILIO:
" AMTHHA HApOJIWJIACh NIEPEAYACHO;




" AMTHHA € HOBOHAPOIUKEHOIO (10 28 nmiB) i Mae meBHi HpOOIEMH 3 KPOB’I0 YH JKOBTSHMIIO (mO3xOBTIHHA
wKipu abo Ginkis oweit), a6o HOMY HeoOXiZHO BBecTH BHYTPILIHBOBEHHO JIiKApCHKHUIA 3acib, mo MicTHTH
KaJIbIIiH.

3acrepexenns Ta 3anobixui 3aX0JH Mia Yac 3acToCyBaHHS

ITepen 3actocyBannsam Tpiaxcony 3BepniThCS 110 mikaps, GpapmaneBTta a6o MEJICECTPH, SAKILO:

* HCIIONABHO BH OTpMMany abo IIaHyeTe OTpUMaTH JIKAPCHKi 3aCO0H, AKi MICTATE KaybIiiii.

" HCLIONABHO y Bac Oyna miapes miciis HpHiAoMy aHTHOIOTHKIB. Y Bac Oyap-komu panime 6ymn npobnemit 3
KHIIEYHHUKOM, 30KpeMa KOJIT (3amaieHns KHIIIEYHHKA);

* BY Ma€Te NpOo6IeMH 3 NEYiHKOI0 260 HUpKaMH (1uB. Posnin 4);

* ¥ Bac € )XOBYHI KaMeHi a6o kaMcHi B HHUpKax;

" Y Bac € iHmN 3aXBOPIOBAaHHS, Taki sk TEMOJITHYHA aHeMis (3MEHLIEHHS KiILKOCTi CPHTPOLUTIB, Ki
CIIPHYHHAIOTH HAOYTTS IKIPOIO GI1iM0-3KOBTOTO BIATIHKY Ta BUKJIMKAIOTH CIaOKiCTh 9u 33 TUILIKY );

* BY niepebyBaecTe Ha Ji€Ti 3 HA3bKHM BMiCTOM HaTpiio;

" BU MaeTe abo paHile Mami koMGiHaIio OyAb-AKHX 3 HACTYIHHX CHUMIITOMIB: BHCHII, YePBOHUH KOJIp IIKipH,
Oyxupi Ha ry0ax, oyax i B POTi, JYIICHHs WIKipH, BHCOKa TEMIIEpaTypa, IPUNONONIOHI CHMITOMH,
T ABUIICHHIT pIBEHB (hepPMEHTIB TICYiHKH, 110 CLIOCTEPITAETHCS B aHAMI3AX KPOBI, i 301/IBIIEHHS KiTTbKOCT] 6iTHx

TaKOX po3ain 4 «MoxuBi mo6igni peaxiii»).
HAxmo Bam norpiGen ananis kposi aGo cewi
Axmo Bu orpumyete Tpiakcon TIPOTATOM TPHBAJIOrO Yacy, BaM MOXE 3HAMO0OHTHC PETYIAPHO 37aBaTH
aHaii3 xpoBi. Tpiakcon Moxe BrMBaTH Ha PC3YJIbTAaTH aHAJII3IB Cedi Ha LYKOp Ta aHaJi3 KPOBI, BIIOMHIf sIK
tecT Kym6cea. SIkmio By 3naete ananizu:
* IIOBIZIOMTE JIFO/IHHI, KA Oepe ananis, mo Bam naBamm Tpiakcon.
Sxmo y Bac miaber a6o Bam NOTPIGHO KOHTPOJIIOBATH PiBEHB TTIOKO3H B KPOBI, HE CIIiI BHUKOPHCTOBYBATH
TIEBHI CHCTEMH MOHITOPHHTY PiBHS IJTIOKO3H B KPOBI, SIKi MOXYTb HENPAaBHIILHO BH3HAYATH PIBEHb IIIOKO3H B
KPOBI MiJ{ 9ac mpuitomy uedrpuakcony. Sxkmo Bu BHKOPHCTOBYETE TaKi CHCTEMH, IepeBipTe IHCTpyKLii 3
BUKODHCTaHHS Ta NOBIJOMTe BALIOro JiKaps, dapmanesta abo MezcecTpy. 3a HeoOXimHOCTI ciin
BHKOPHCTOBYBATH aJIbTEPHATUBHI MCTOIH TECTYBAHHS.

iTH
Ilepen 3acrocyBanusm Tpiakcony y samoi gurunn 3BEPHITLCS JIO JIiKaps, GpapMmanesTa a6o MEJCECTPH, SIKILO:
" HCIIOJaBHO HoMy / iii BBemu abo IUIaHYIOTh BBECTH BHYTDIIUIHBOBEHHO JiKapChKHii 3acib, 1o MICTHTH
KaJbIi.
Inmi pikapenki 3aco6u ta Tpiakcon
Iosinomre Bamoro nikaps unm (apmanesra, sxmo Bu IPHHMAETe, HEMONABHO NPHAMATH 260 MOIIH
IpuAMaTH Oyab-axi 1HII JTKH.
30Kpema, moBigomTe Jtikaps a6o (hapmanesra, sxImo BH npHiimMaeTe Oyab-sKi 1iku 3 HaCTYImHOTO MIEPEILKY:
* BUJl aHTHOIOTHKA, IKHH HA3HBAETLCS aMIHOTJIIKO3HIOM; :
* aHTHOIOTHK ITiA HA3BOIO XJopaMpeHikon (3acTocoByeTses s MiKyBaHHA iH(EKILii, 30KpEMa, OYHHX).
Baritnicts, rpyane BHTOJOBYBAaHHA Ta ()epTHIBHICTH
Axmo Bu BariTHI a6o roxgyere TPYAIO, BBAaXAETe, WO MOXXeTe 6yTH BariThi a6o IIAHYETE HAPOIKYBAaTH
AUTHHY, IPOKOHCYIBTYHTECS 3 JTiKapeM mepex 3aCTOCYBaHHSM LbOTO Mpemnapary.
Jlixap posrisiHe criBBigHOmEHHS TepeBar BiJ BamIoro nikysanns Tpiakconom Ta PH3MKIB JUIS BAIIO] AUTHHH.
Kepysanns Tpancnopranmu 3aco6amu ta po60Ta 3 aBTOMAaTHYHAMH MexXaHi3MaMu :
Tpiakcon moxe BuKIHKAaTH 3anaMopOoYeHHA. SIKINO y Bac 3amamopoueHHs, He KepyHTe aBTOMOGiIEM i He
BHKOPHCTOBYHTE Oy/1b-AKi iHCTpyMeHTH 260 0671aqHAHHS. 32 HasABHOCTI LMX CHMIITOMIB 3BEPHITBCS 110 JKaps.

3. fk 3acTocoByeThCH Tpiaxcon/Triaxone
Tpiakcon 3a3Buyaii BBoquThCs nikapeM abo Mencectporo. Moro mMoxma BBOJUTH HACTYIHHM YHHOM:
* 32 JIOIOMOT0K0 KpaIne/IbHULI (BHY TPIIHEOBEHHA iHOy3is) abo y BUrmsAi i1’ ek 6esnocepennro y Beny adp
"y M3,

Tpiaxcon rotye nikap, dapmanesT abo Mencectpa. Moro me 3MINIYIOTh 3 IHIIUMH IpernapaTaMy Ta
BBOJMTATH OHOYACHO 3 1H’€KIL[IAMH, 110 MiCTATH KaJIBLIH.
3Buyaiina 103a

Bam nikap BuzHaunTs TpaBuIbHY 03y Tpiakcony s Bac. J[o3a 3anesxaTime BiJl TSDKKOCTI Ta THITY jH(be
Bill TOTO, 9M TpuiimMacTe BH Oynb-axi iHmmi aHTHOIOTHKH; Bing Bark Ta BiKy; BiZl TOrO, HackifLis
IpalioloTh Balli HHPKH Ta Hedinka. KilbkicTs IHIB 200 THXHIB, IPOTSIOM SKHX BH

Tpiakcon, 3anexuts Bix Toro, sxa y Bac iHdekIis. dapma
. . . . . N . . o i "
Hopocai, moqu noxunoro BIKY Ta JITH BiKoM Bix 12 pokis 3 Macoro Tina 6iibmofd 00 piBHOIO 50,

=

EDRL:

KijlorpamiB (kr):




et

« Bix 1 710 2 I OIMH Pa3 Ha JIcHb B 3aJIEKHOCTI Bl TSHKKOCTI Ta TuIy iHekmii. ko y Bac indexitis B TAKKIA
¢opMi, Baml JuKap JacTb BaM Ginpln BHCOKY 03y (10 4 T OIHMH pa3 Ha nenp). Slkuio Bama pobosa 1032
nepeBHIye 2 T, BU MOJKETe OTPHUMYBATH 1i pas0BOIO 103010 OMUTH pa3s Ha JeHb 200 JIBOMa OKPEMHUMH 103aMH.
HosoHnapo:keHi, HeMOBJIATA Ta niTi BikoMm Bin 15 nHiB 10 12 pokiB 3 Maco0 tina menme S0 xr:

= 50-80 mMr TpiakcoHy Ha KOXKCH KT MacH TiJla TUTHHMA OJMH pa3 Ha JICHb B 3aJIEKHOCTI Bl TSHKKOCT] Ta THITY
indexuii. ko y Bac indexuis B TSOKKiH GopMi, Balll JliKap NPU3HAYUTEL BaM GipI BHCOKY 403y fo 100 mMr
Ha KOXKEH KI' MacH TiJJa MAaKCUMyM JI0 4 T OJTMH pa3 Ha JICHb. ko Bama 1060Ba 103a NMEPEBUIIYE 2 T, BU
MO>KETE OTPUMYBATH 1 Pa30BOIO 103010 OJIUH pa3 Ha NICHb 260 BOMa OKPEMHUMH JT03aMH.

» JliTsiM 3 Macoro Tia 50 kr i Oinbime CJTi/l BBOJMTH 3BUUANHY 103y JULA JOPOCIIHX.

Hosonaponaeni aitu (0-14 1HiB)

= 20—50 mr TpiakcoHy Ha KOXEH KI' MacH Ti/la IUTMHU OJMH Pa3 Ha JIeHb B 3aJIEKHOCTI BiXL TSHKKOCTI Ta THITY
iHdexIi.

« MakcHMaIbHa 1000Ba 032 HE TOBUHHA NIEPEBHITYBaTH 50 MI' Ha KOXKCH KI' Bard IMTHHH.

Jlroau 3 po3aajaMH NeYiHKu Ta HUPOK

Bi MOKeTe OTPHMYBATH H03y, AKa BiAPI3HAETHCA Bix 3BHMuaiiHOi mo3W. Baml Jikap BUPIUIHTB, CKUJIBKU
TpiakcoHy BaM 3HaJOOMTECS, 1 PETENBHO OTJITHE BAC B 3QJIEKHOCTI Bijl TSDKKOCTi 3aXBOPIOBaHHSA MEYIHKA Ta
HUPOK.

STxo npuitasau Ginbue Tpiakcony, Hik cain

SIKIO B BUMAJKOBO OTpUMANH GiTbIIE MPH3HAYCHOT 103K, HeraiiHO 3BEPHITBCs 10 Jikaps abo HaOIK40i
JKapHI.

SIxuo BA 320yau npuiiasaTH Tpiakcon

SIKIIO BU NPOMYCTHIH iH’€KIIii0, BH MOBHHHI 3po6uTH i skoMora mBuyme. OHaK, SKII0 MajibKe HacTaB 4ac
JUIS HACTYIHOI iH’€KIii, MPOMYCTITh NPONYIIEHY im’exuiro. He npuiimaiiTe NOABIMHY 103y (mBi iH’exmi
OJIHOYACHO), 00 KOMIIEHCYBATH NPONYIMIEHY 03Y.

Sxio BH NPUIHHKIA 3acTocyBanus Tpiakcony

[pununsiite mpuiiom TpiakcoHy BUKIIOYHO 32 BKa3iBKOO BAIIOTO JKaps.

Axumo y Bac BUHHKAIOTH JI0AATKOBi MHTAHHSA 100 NPUiOMY IILOT0 nikapcbKoro 3acody, 3BepHITHCH
710 CBOTO JiKaps Y4 MeJCeCTPH.

4. MoxauBi no6iuni epexTH

Sk i BCi JiKH 1eH JTIKapChKHH 3aci0 MOXXe BUKIIMKATH no6iuni peakuii, Xoua He y BCiX MAI€HTIB.

TIpu 3aCTOCYBaHHi IHOTO JIKAaPCHKOTO 3ac0o0y MOXYTh BHHUKHYTH HACTYIIHI no0ivHi peakxii:

JlixyBanHs nedTpHaKCOHOM, OCOOIHMBO Y [AIIEHTIB TOXMIOTO BiKy 3 CepHO3HUMHU TPoOIeMaMu 3 HUpKaMi
a60 HepBOBOIO CHCTEMOIO, PI/IKO MOXE CIPUIMHATH SHIKCHHA CBiIOMOCTI, aHOMaJIBHI PyXH, 30yDKCHHS Ta
CYHOMH.

Tsoxki anepriuni peaxuii (Hepitomi, HasBHi RaHi He XO3BOJSIOTh BE3HAYHTH YaCTOTY NOABH)

SIKIIO Y Bac CHIIBHA allepTiuHa PeaKLis, HeraifHO TOBiJOMTE NPO II€ JIKaps.

JTo 03HAaK MOXYTb HaJIeKaTH:

» panToBHii HabpsAK o6iny4s, ropia, ry6 au pora. Ile Mo>xe yCKIaTHUTH TUXAHHS Y1 KOBTAHH,

» PanrroBHii HaBPSK PYK, CTOII i TOMIJIOK.

Tsuxki wkipHi peaxuii (HeBinomi, HasiBHi JaHi He X03BOIAIOTH BA3HAYHTH YACTOTY HOSIBH)

SIKIIO Y Bac CHIIbHA IIKipHA PEaKIlis, HeraiHo TIOBiIOMTE PO 1€ JKaps.

J1o 03HaK MOXKYTb HaJIC)KaTH:

« CHIbHHI1 BUCHII, SKHii IIBUIKO PO3BUBAETHCS, 3 IyXUPSMH 200 JyIICHHAM MIKIipH 1, MOXIIMBO, IlyXUPSIMH B
porti (cuaznpoM Crisenca-/bxoHcoHa i TOKCHUHMIT eTTiiepMaTbHH HEKPOJIi3, K1 TaKOX Bimowmi sx CCJ]i TEH).
» KOMGiHaIis Gy/Ib-SKHX 3 HACTYIIHHX CHMIITOMiB: OOLIMPHHH BUCHII, BUCOKA TEMIICPATypa TiJsIa, T ABUIICHHS
piBHSL pepPMEHTIB NEYIHKH, aHoMauii kposi (eo3uHODiNis), 30UIBIICHAS niMbaTHIHEX BY3IIB Ta YPAXKCHHA
iHIIMX opraHiB Tina (peakiis Ha JiKapChKUH 3aci6 3 eo3uHOGIIE Ta CHCTEMHHMH CHMIITOMaMH, 5IKa Tako
BioMa SIK CHH/POM TilepYyTIMBOCTI 0 JIKapCHKOTO 3aco0y);

» Peakuis SIpuma-I'epkcreiimepa, sika BUKJIUKAE rapaiky, 03006, TONOBHHIA 6ib, 6inb y M’s13aX Ta MIKIPHH
BHCHI, SKWi 3a3Bu¥ail 3HHKae camoctiiHo. Ile BinOyBacThCs He3abapoM Micis IOYaTKy JIKyBaHHS
e TPHAKCOHOM TIpH iH(EKILAX 31 CIIPOXETaMH, TaKHX 5K xpopoba Jlakima.
THui MoAIMBI MoGiuHi peakuii:

Jly»xe yacTi (MOKYTh BpaxaTu 10 13 10 ocid):

* AHOMAIBHA KLUIBKICTh JIEHKOLMTIB (3MEHIIEHHS JEHKOIMTIB 1 30LIbIICHHS eo3uHOo(IIB) Ta ;pﬁli@g ]
(3MeHIIEeHHs TPOMOOLHUTIE). P
» HeoOopMIICHHI cTyT abo miapest; /
» 3MiHM TOKa3HUKIB aHaJi3iB KpoBi Ha QyHKIIII METiHKH;
* BHCHIL

Yacro (MoxkyTh Bpaxath 110 1 3i 100 ocif):




* IpHOKOBI indekuii (Hanpukian, MOJIOYHMIIS );

" 3MCHILICHHS KUILKOCTI JIEHKOLMTIR (rpanysnouuTONEHiS);

" SMCHIIEHHS KIILKOCTI €PHTPOLHTIB (aHemisn);

* IPOOJIEMH 31 3rOpTaHHAM KpoBi. [[o 03HaK MOXYTb HalleKaTH CHHLII 1 JISTKHH 61J1b, 2 TaKOXK HaOpsK Cyrnobis;
* TOJIOBHHUH 6iJIb;

* 3aIIaMOPOYEHHS;

* HC31y)kaHHs a00 3aXBOPIOBAHHSL;

* CBEpOIXK;

* Oistb abo mekyye BimuyTTS B3IOBK BCHH, B 5Ky BBOAMBCS Tpiakcon. Bink y Micii BBeieHHS 1H’ exii;

* BUCOKaA TeMIlepaTypa (Tapsyka);

* aHOMAILHUH TI0Ka3HHUK (GyHKUIT HHpOK (minBHICHMI piBeHB KPCaTHHIHY B KPOBI).

He 4acro (MoxyTh BpazkaTu 10 13 1 000 ocio):

" 3alICHHA TOBCTOTO KHIICYHHKA (TOBCTO! KHIIKH). Mo o3Hak Hanexats miapes, 3a3suuail 3 KpOB'I0 Ta
CIM30M, OLIB y IIUTYHKY Ta rapsiaka;

* yCKJIajHeHe nuXaHHs (OpoHxocnasm);

* ropOKyBaTHif BHCHI (Yprukapis), sxmit MOXKe OXONUTH BEJIMKY 9YaCTHHY BAlIOTO TiNld, CHPUYMHSIOYH
CBepOLX 1 HabpsK;

* KpOB a00 IyKop y Bamiif ceui;

* HaOpsK (HaKONHMYCHHS P1IHHK);

* TPDEMTIHHSI.

Hesinomo (nasieui nani ne n03BoasoTs BH3HAYHTH YaCTOTY NOSABH)

* BTOPHHHA iH(EeKIIi, sika MoXe He BiANoBinaTH Ha aHTHOIOTHK, IPH3HAYEHHH paHilie;

* bopma anemii, pH sikiit PYHHYIOTBCS €PHTPOIHUTH (TeMOMTITHIHA aHeMis);

* CHJIbHE 3HI)KEHHS KiNTbKOCTI JIEHKOIUTIB (arpanynonuro3);

* CyJIOMH;

* BEPTHTO (BiMUyTTst 0GepTaHHs);

* 3aNaJCHHSA MIANUIYHKOBOI 3aJI03H (mankpeatnt). O3HaKM BKIIOYAIOTH CHIBHUI Oume y nutysky, sxmii
HOLIUPIOETECS HA CIIMHY;

* SAIIAJICHHS CIM30BO1 0DOJIOHKH POTa (CTOMATHT);

" 3anaNeHns si3uka (ranocut). O3HaKH BKIIIOYAIOTH HabpsiK, HOYEPBOHIHHSA Ta GOIOTICTS S3UKa;

" PO3J1a1 JKOBYHOTO MiXypa Ta/abo mediHkw, ski MOXYTb CHPHYMHHTH OiIb, HYOTY, GIIOBAHHS, KOBTIHHS
IIKIpH, cBepOixk, HE3BHYAITHO TCMHY CEYy Ta KaJl ITIAHUCTOTO KOJBOPY;

* HEBPOJIOTIYHHUI CTaH, KMt MOXe BHHHKHYTH y HOBOHAPODKEHHUX 3 TSHKKOIO SKOBTSHHIIEIO (xepHikTEpYC);

* PO3Jany HHPOK, CIPHYMHEHI BiIKJIaJeHHIMH nedTpuakcoHy-kanbIio. Mosxe 6yTa npucyTHIM 6 pu
TIPOXOJDKEHH1 BOH (cedi) abo Manuii Buxin ceui;

* XUOHOTIO3UTHBHI PE3yJIbTaTH B TECTi KyMGca (tect Ha mesxi npo6nemu 3 KpPOB’10);

* XHOHOIIO3UTHBHHI PE3y/IBTAT Ha TATAKTO3EMII0 (anoManeHe HapocTaHHs LYKpY I'alaKkTo3Hu);

* Tpiakcon moxe nepemxomxaru TIPOBENICHHIO NCAKHX BHAIB aHATI3IB Ha IIOKO3y B KpOBI — OyIb Jacka,
3BEPHITBCA 1O JTiKaps.

IloBinomaenns npo noGiuni peaxnii

SIKuio y Bac BHHMKIH 6y1b-sKi MOGiuH] peaxiii, 3BepHITHCS 0 BaImoro Jikaps, Gpapmanesra a6o MEZICECTPH.
e cTocyeThest Gyab-aKuX MOKITHBHX [OGITHIX PeaKuii, He 3a3HaYECHHX y IBEOMY iH(hopManiHOMy JHCTKY.
Bu takox mMoxere nosinomurn Tpo nobi4Hi peakuii 6e3nocepenHbo gepes:

Iiapo3nin ¢papmaxonarasay Ta BHPO0IB MeIHYHOIr0 IPH3HAYEHHS

Binain gikapcnkux 3aco6is — Minicrepcrso oxoponn 310poB'ss OAE

I"apsaya ninis: 80011111

Email: pv@mohap.gov.ae

ITomToBa ckpunbKa: 1853, y6ai, OAE

ITosinomnstoun npo no6iymi PeaKIlii, BU MOKeTe HaaTu AOZATKOBY iH(OpPMaNiio moa0 6e3MeYHOCTi IIHOro

JIIKapCEKOTO 3acoby. \
5. Sk 30epiratu Tpiakcon/Triaxone Q

- 36epiraiite neit ikapchkuii 3aci6 mogani B JiTEH.
- He 3acrocosyiite neit JKapChKUi 3aci6 micis 3aBCPIICHHA CTPOKY IIPHAATHOCTI, BKAa3aHOT'O HA KapTOHHI
ynakoBLi Ta Ha ¢uakoni. Jlata 3AaBCPIICHHS CTPOKY NIPHAATHOCTI — OCTaHHIH JEHb BKA3aHOro Ml
- 36epiraTu 3a Temnepatypu Hixde 30 °C. YV 3axumeHoMy Bix cBiTia Ta Temna MicIi. A
- XimiyHa Ta ¢isMyHa CTabilbHICTS HiJl 9aC BUKOPHCTAaHHS BIIHOBJICHOI0O TKApCHKQY A
IIPOZICMOHCTPOBAHA IIPOTATOM INOHAWMEHIIC 6 TOMUH UpH KiMHaTHi# Temneparypi {fra
XONONMIBLHUKY (IIpU TeMmepatypi 2-8 °C)



- 3 MikpoGionoriyHoi Toukn 30py JiKapceKuii 3aci6 ¢
BUKOPHCTOBYETBCS HETaifHO, YaC Ta yMOBH 30epiranus 10 BHK

Ta HC TOBMHHI TPHUBAaTH MOBIIC yacy,
CTabLIBHOCTI 11X Yac BUKOPHCTAHHS.

- He 3acrocoyiite Tpiakcon,
- He Buxunaiite xomni mixn y

SKINO BH MOMITHIH Oy/b-AKi BHAMMI O3HAKH TICYBaHHS.
KaHaJ3aNiro. 3anuTaiite y Bamoro dbapmanesTa, sx npaBuIBHO YTHII3yBaTH

A BHKOPDHCTOBYBaTH HeraiiHo. Sxmpo He
OPHCTaHHA € BIANOBINANBHICTIO KOPHCTYBaya
3a3HAYCHOTO BHINE, ANs 3a0e3NedeHHd XIMIYHOT Ta bizugnoi

JIKH, sKi BY GiNblne He BUKopHcTOBYyeTe. Lli 3ax0omu 1onoMoxyTh 3axueTrTH HaBKOJIMILHE CEepeIOBHUIIIC,

6. Inma inpopmanis
o micTuTs Tpiakcon?

Jiro4or0 pevosnnono e uedrpuakcon. Koxen 1 ¢makon MicTuTs cre
HATPIIO, eKBiBaNeHTHHUI 250 Mr, 500 Mr a6o 1 1 neTpHAKCOHY.

SIxi nocrynui ynakosku Tpiakcony

CrepunpHuii nopomox Tpiakcony mns in’exuiit noc

BHITYCKY JIOCTYIIHI B yciX KpaiHax):

YnakoBka 3 1 dhrakonom:

Tpiakcon 250 mr B/m: YIIaKOBKa, II0 MIiCTHUTH |
rizpoxiopuay 1%.
Tpiakcon 250 mr B/B:
00’eMoM 5 mu1.
Tpiakcon 500 Mr B/m: YNIaKOBKa, IO MIiCTUTH 1
rigpoxnopuny 1%.

Tpiakcon 500 mr 8/B: ymakoska 3 1
06’eMoM 5 mu1.

Tpiakcon 1 r B/M: ymakoBka, mo mictuts 1
rigpoxyopuny 1%.

Tpiakcon 1 r 8/B: ynakoska 3 1
06’eMom 10 mi.

Kapronna kopo6ka mo 10 thiakoHis:

Tpiakcon, grakonu 250 mr, 500 Mr Ta 1 T B/M a6o

OPATKIT:
«OPATKIT» mictuts 1 ¢akon Tpiakcony,
came:

Tpiakcon 250 Mr B/M: YIIaKOBKA, IO MICTHTH |
rizpoxuopuay 1%.

Tpiaxcon 250 mr B/8: ynakoska 3 1
06’eMoM 5 mur.

Tpiaxcon 500 mMr B/M: ymakoska, mo mictuts 1
riapoxnopugy 1%.

Tpiaxcon 500 mr 8/B: ynakosxka 3 1
06’eMoM 5 M1

Tpiakcon 1 r B/M: ymakoBka, mo mictuts 1
riapoxiopuny 1%.

Tpiakcon 1 r 8/B: ynakoska 3 1
00’emom 10 M

(i)HaKOHOM Ta 1 aMIIyJI0K0 3 PO3YMHHHUKOM

}nakoHOM Ta 1 amIysnolo 3 po3uHHHHKOM

¢makon Ta 1 ammyny 3 PO3YHHHUKOM — 2

¢$raxon Ta 1 ammyny 3 posunHEHKOM — 2

B/B: KapTOHHA KOpobKka 1o 10 (hnaxoHuis.

$aakon Ta 1 ammysny 3 PO34YHHHUKOM — 2

¢naxon ta 1 ammyny 3 PO3YUHHUKOM — 2

PHILHHH TIOPOIIOK LedTPHAKCOHY

TyIHHH Y HaCTYIHHX (popMax BHITYCKY (He BCi (hopmu

MJI JIiJOKaiHy

ynakoska 3 1 prakonoM Ta 1 ammynoro 3 PO3YHMHHHUKOM — CTepHIIbHA BOJA I iH’ €Il

MII JTIJOKaiHy

mraxonom Ta 1 ammysoro 3 PO3YHHHUKOM — CTEpHJIbHA BOJA IS iH’€KIIill
raxon Ta 1 ammyny 3 PO3YMHHHUKOM — 3,5 MJI JixoKaiHy

— CTCpHJIbHA BOAA /IS iH’ €Kil

1 ammyny 3 pozunnHHEKOM, 1 IIpHI Ta 1 1o1aTKOBY ronky, a

MII JIIJOKaiHy

maxonom ta 1 ammyoro 3 PO3YHHHHKOM — CTEpHJIbHA BOJIA IS iH’ €KILiif

MJI JTioKaiHy

¢naxonoM ta 1 ammynoro 3 PO3YHHHUKOM — CTepHJIbHA BOAA IS iH €Kil
$nakon Ta 1 ammyny 3 poszumHEMKOM — 3,5 M1 migokainmy

— CTEpUJIbHA BOJA JJIA 1H €Ki

Hacrynna indopmauis npu3navena aumre ISl MEANYHUX IPANiBHHKIB:

ﬂosynamm

Hlo3a nikapcekoro 3aco6y 3anesxuTs BIJ TSDKKOCT], 9y TIHBOCTI, JoKam3amii i THIy ingexii, a Takox BiZ BIKy

1 pymxii nevinkyu Ta HEPoK namienTa.

Hmxue narenmeno PCKOMEHZIOBAH1 JIO3H 3aJIeXHO BiJl MOKA3aHB,

3aCTOCOBYBAaTH HaHBHIILY JI03Y i3 PEKOMEHIOBAHOTO nianasony.

Hopocai Ta niTn Bikom Bix 12 pokis (> 50 kr)

B ocobmuBo Tsxkux Bumamkax o

|

032 nedrpuakcony* Yacrora BBegenus** IMokazanus ./q?/ A% 9 gs a8
}Tg r 1 pa3 Ha 106y Ilosarocnitanena nuesmoniss 2/ i p
l'octpi yeknansenns xponignoi < JIauae
OOCTPYKTHBHOI XBOpO6H JICTCHE)\ O‘/Q\ 3208103

)




BryTpinusoueperni 1HDeKIiT

Ycknanueni iHexmil ceyoBHBITHIX TITAXIE
(BKITIOYarO9n niesoHedpur)

2T 1 pa3 Ha 100y locnitankHa NHEBMOHIs

VeknanHeHi indexiii IIKIPH 1 M’SIKMX TKaHHH
Tndexuii kicTok i cyrno6is

24r 1 pa3 Ha noby Benennst nanientis 3 HEHTPONEHIE0, y SKHX
POSBHHYJacs NpPONACHHLA 1 € migospa Ha
bakTepianbny iHdexmio

Bakrepiansnuii enoxapaut

L bakrepiansuuit MeHinriT

ITpu noxymenTanbHO TiATBEp/LKeHiH GakTepiemit citix POSTVIAHYTH 3aCTOCYBaHHS HaHBHILOI 7103H i3 peKOMEHI0BAHOI0 Jiana3oHy.
** 'V pasi 3acTocyBanns A03, IO TIEPEBHILYIOTH 2 T Ha 106y, MOKe OYTH IOLINTBHUM BBeJeHHS TpenapaTy ABidi Ha g06y (3 12-
TOIHHHUM iHTepBaJIOM).

Ioxasanns y nopocanx i gireii Bixom Bix 12 poxie (> 50 xr), mo NOTPedyIOTh 0COGJHBHX cXeM
JM03yBaHHSA
LocTtpwii cepenniii otut
Mosxe 6yTr 3acTocosana OAHOpa30Ba BHYTPINIHEOM’30Ba 1033 1—2 T Tpiakcony.
Hesxi nani ceimgats, mo y BHIAJKy, KOJNHM CTaH Nali€HTa TOKKHH 260 nonepenHs Ttepamis Gyna
HCEC(EKTUBHOIO, TIPENApaT Moxe Oyrn edexTuBHMM mpH BHYTPILIHBOMsI30BOMY BBEEHHI B 1031 1-2 T Ha
no0y npoTsrom 3 gmis.
Ilepenonepaniitna mpodinaktuxa IHGekii y Micui Xipypriqsoro BTpyuanns
2 1 onHOpasoBo nepen OIleparli€ro.
I'oHopes
PasoBa no3a 500 mr BHYTPILTHEOM 13080,
Cuoinic
Pexomennosana no3a 500 Mr—1r 1 pa3 Ha 100y 3i 361nbIeHHsIM no3u 10 2 1 1 pas Ha 100y npu Heiipocuinici
npotsarom 10-14 nuis. Pekomennanii momno M03YBaHHS NIPpH CUIITICI, BKITIOYar09y Helipocuoinic, 6a3yroTecs
Ha 0OMexeHux nanux. Cuig Takox BPaXOBYBAaTH HALlIOHATbHI a60 MicIeBi pekoMenmanii.

MCEMIHOBaHuit 6openios Jlaiima (panmiii [11 cranis 1 mi3wii [111 cragis
Ho 2 r 1 pa3 na noby npotsroM 14-21 nus. PekoMeHmoBana TPMBAIICTh JIKYBAaHHS Bapilo€, CI TAKOX
BPaXOBYBATH HaliOHaNbHi aG0 MicIeBi peKoMeHarii.

*

itn
HoBonaponseni, HeMoB1sTa Ta 1iTH BikoM Bix 15 anis a0 12 pokis (< 50 KT)
JiTaM 3 Macoro Tina Big 50 kr CIIZ 3aCTOCYBATH 3BHYAiiHI 103H JIst JOpOCTIHX.

032 nHe)TpHaKCcoOny* YacroTa BBeeHHA ** IHokxazanusa
50-80 MI/kr 1 pa3 Ha 106y BHyTpimusouepesni indekrii
Yeknanueni iHpexnii cedoBMBITHMX IUIAXIE
BKJIIOYAI0YH MieJIoHe(puT)

ITozarocnitansHa nHEBMOHIs
TocnitansHa mHeBMOHis
50-100 mr/kr 1 pa3 Ha 106y Ycknanueni indexuii IIKIPH 1 M’ IKMX TKaHUH
(MakcuMaibHo 4 1)

Indexuii kicTok i cyrno6is
Benenns nanientis 3 HCHUTPOINEHI€I0, y AKHX
POSBHHYJIaCA NpomacHuus i € migospa Ha
bakrepianpny indexuiro

80—100 mr/xr 1 pa3 Ha 106y Bakrepianeuuii MeninriT
MaKCHMAJIbHO 4 r)
100 mr/kr 1 pa3 Ha 106y Bakrepiansuuii ennoxapmur

| (MakcuManbHo 4 1)

*  TIpu noKyMeHTaisHO i ATBEp/VKeHIH GakTepiemii ctix PO3TIAHYTH 3aCTOCYBaHHS HAaMBHIOT 103H i3 PEKOMCHIIOB;
** 'V pasi 3acTocyBanus 03, MO TIEPEBHITYIOTE 2 T Ha 106y, MOXe OyTH IOLITBHHM BBeneHHS npenapary jpfx
TOJIHHHUM 1HTepBaioMm).
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ToKka3aHHA y HOBOHAPO/IKEHHX, HEMOBJIAT Ta AiTell BikoM BiJ 15 auiB a0 12 pokis (< 50 xr), MO MOTPedYIOTH
0COGIMBHX CXeM J03yBaHHSA:

LCocTpuii cepeHii OTUT

JUIs [OYATKOBOTO JIKyBaHHS TOCTPOrO CEPEIHBOTO OTHTYy MOXe OyTH 3acTOCOBaHa OIHOPA3OBA
BHYTPIIIHBOM’ 130Ba 1H’ €K1Iisl e TpHaKCoHy y 1031 S0 MI/KT. Jlesiki aHi CB14aTh, IO Y BUMANIKY, KOJIH CTaH
JUTHHH TSOKKHi a60 nonepenss Teparnis 6yna HeeeKTHBHOIO, e TPHaKCOH Moxe OyTH e(EKTHBHUM IIPH
BHYTPIIIHEOM’ A30BOMY BBEJICHH] B 11031 50 MI/KT Ha 100y IpOTAroM 3 JIHIB.

Ilepemonepaniitia npodinakTyka indexii y Micii XipypriuHoro BTpyJaHHs

50—80 MI/XT 0HOPA30BO IEPEH ONEPALICIO.

Cudinic

PexoMenI0BaHa 1032 75—100 Mr/kr (MakcumansHo 4 T) 1 pas Ha 106y npotsarom 10-14 jmis. Pexomenmanii
00 J03yBaHHsA npu cudinici, BKIoYaoun Heiipocuimic, 6a3yroThesa Ha Myxke obmexennx maHux. Cmin
TAKOX BPAaXOBYBaTH HalliOHAJIbHI a00 MiCIIEBi peKOMEHHALII.

Jluceminosanuii 6openios Jaiima (panmii [11 cranis] i mizmii [1I1 cTamis])

5080 mr/kr 1 pa3s Ha 106y mpoTsirom 14-21 jiusi. PexoMenioBana TpUBaIiCTh JIIKyBaHHS Bapiloe, CIiJ TAKOX
BpaxOBYBaTH HAL[IOHIBHI 200 MicleBi pekoMeHzalii.

Hosonapopm:keni Bikom 0-14 nuis
IledTpHakCoOH NPOTHIIOKA3aHUH I 3aCTOCYBAaHHS HEJOHOIICHHM HOBOHAPOKCHHM BiKOM 10 41 TWXHA 3
ypaxyBaHHSM TEPMiHY BHYTPIlIHBOYTPOOHOTO PO3BUTKY (TeCTALlHHMH BIK + KaJICHIapHHUH BIK).

Jlo3a nedprpuakcony* YacToTa BBEICHHHA IToxa3zanHs
20-50 mr/xr 1 pa3 Ha 100y BHyTpimuHbp0uYepEBHI 1HpEKIi
VcknanHeHi iHdeKIii MKipy 1 M’ IKUX TKaHUH

Veknanneni iHQEKIi CeYOBHUBIIHMX MLIAXIB
(Bximroyaroun mienoHedpuT)

Tlo3zarocnitTanbHa THEBMOHIS

TocmiTanpHa MHEBMOHIS

Indexuii KicTok i cyTio6iB

BenieHHs MaIi€HTIB i3 HEHTPOIEHIEIO, Y AKHX
pO3BHHYJIAaCS TNpOIAcCHMI 1 € mijgo3pa Ha
4 OaxTepianbHy 1HPEKII0

50 Mr/xr 1 pa3 Ha noOy BakTepialbHHiA MEHIHTIT
BakTepiaibHUM €HIOKApIUT

* TIpH MOKyMEHTATHHO MiATBEpIUKeHiH GakTepieMil Clill posTyIsHYTH 3aCTOCYBAaHHs HaiBHINOT 103H i3 pEKOMEHIOBAHOTO Jiana3oHy.
He citin mepesuntyBati MakcHManbHy 1060By 103y 50 MI/KT.

Ioka3aHHs y HOBOHAPOAAKEHHX Bikom 014 1HiB, 110 MOTPe0YIOTH 0COOIHBHX CXeM 103yBaHHSI:
CocTpuii cepeaHiil OTHT

Jlas TOYATKOBOTO JIKYBAHHS TOCTPOTO CEPEJHBOrO OTHTYy MOXe OyTH 3acTocoBaHa OJHOpa30Ba
BHYTpIiIIHEOM’ s130Ba iH’€Kuis TpiakcoHy y 1031 50 MI/KT.

Hepenonepauiiita npodinakTuka iHGekiii y Micui XipypriyHoro BTpy4aHHs

20-50 MI/Kr 0XHOPa30BO MEpe]] ONEPali€o.

Cuoinic

PexomennoBana no3a 50 Mr/kr 1 pas Ha n06y npotsrom 10-14 nniB. PekoMeHmamii moao A03yBaHHs IpH
cudinici, BiTogatoun Heiipocudinic, GasyroThes Ha myxke obMmexenux naHux. CIifl TaKoX BpaXxoBYBaTH
HallioHaJbHi 260 MiCIIeBI peKOMEHAIl].

TpuBaicTh JIKYBaHHS

TpHBaTicTs NiKyBaHHS 3aJ€XHTh Bij Iepebiry xBopoOu. BpaxoBylodnm 3aranbHi peKOMCHZalli MIONO
aHTHGiOTHKOTEpaNii, 3aCTOCYBaHHS NEehTPHAKCOHY CIiJ NPOXOBXKYBaTH MpoTsaroM 48-72 romus micis
3HHKHEHHS CHMIITOMIB IPONACHHIIi a60 MiATBEPKEHHs JOCATHEHHS epajuKkallii 6akTepianbHOl iHEKIl

IlaiieHTH JITHBOTO BIKY e
- - A . ) ) . . T NEHO
3a yMOBHM 3a70BUTEHOI (YHKIII{ HUPOK 1 IEYiHKM KOPEKIIiA 03H MAlllEHTaM JIITHEOTO BIKY HE W
L §

ITarieHTH 3 IEYiHKOBOK HEIOCTATHICTIO Y lyocs;

HasBHi 1aHi CBi9ATH MPO BiZICYTHICTH HEOOXITHOCTI KOPHTYBATH 03y JUIS MALIE€HTIB 3 JIET 6 a%mfbﬁ@o\z
NIEYiHKOBOIO HEJOCTATHICTIO ¥ BUIAIKY, SKIIO QYHKIIA HUPOK HE MOpYIICHA. Haiich S
Hemae qaHuX JOCIIHKCHB MO0 TAIIEHTIB 13 TSHKKOIO TIEYiHKOBOIO HEJIOCTATHICTIO (IMB. 3 ol il 15

TlamieHTH 3 HUPKOBOK HENOCTATHICTIO




Hemae neobxinnocti smmkysaru N03y Le(TPHAKCOHY NI MALi€HTIB 3 NOPYIICHOI0 HUPKOBOIO (DyHKIIEIO B
TOMYy BMNAIKy, SKIIO (YHKIIS NEeYinkKH He nopymena. Jlume B pasi HMPKOBOI HENOCTATHOCTI y
NICpEATePMIHATBHIH cTanii (kTipenc KpeatHHidy <10 Mi/xB) mo6osa nosa nedTpuakcoHy He Mae
NICPEBUITYBATH 2 T,

SIKimo nmanieHT 3HaXomUTHCS Ha Aianisi, Hemae noTpebu y AONIATKOBOMY BBEJICHHI JIiIKapCHKOTO 3ac06y micis
mianizy. ledrpuakcon He BHmaseTses 3 OpraHi3My IUISXOM TNEPHUTOHEANbHOTO Hiamizy abo reMofiami3y.
Pexomennyerscs perensumit xminiunmii MOHITOPHHT Ge3IeKH Ta eheKTHBHOCT] Ipenapary.

lauienTy 3 TsHKKMM MOpyMIeHHIM GyBKIT nevinky i Hupox

Ilpn omHouacnomy TKKOMY NOPYIICHHI (YHKIIH HUPOK i mewinkn PCKOMEHIYEThCS PETEABHMH KITiHiYHMUit
MOHITOPHHT 6e3neKH Ta eeKTHBHOCTI npenapary.

Cnoci6 BBeieHHsi

BuyTpimnsom’szoBe BBenenns

Tpiaxcon MoxHa BBOIMTH muTssXOM TIMOO0KOT BHY TPIIIHEOM 5130807 11 €Ki, BuyTpimueoM’s30By i1’ exiiro
CIIiZ POOMTH Y HEHTP BiXHOCHO BEIHKOrO M’s3a. PexoMeHyeThCst BBOAMTH He Gipre | T' B O/IHY UISHKY.
Ockineku nifoxain 3aCTOCOBYEThCSA 5K PO3YMHHHMK, OTPHMaHMi PO3YHH HIKONHM HE CII BBOIUTH
BHYTDIIIHFOBEHHO.

BuyTpimHbosenne Beenenns

Tpiakcon Moxxna BBOIHTH mIsIXOM BHYTPIIIHEOBEHHOI iHdY3ii MpoTsiroM He Mexme 30 XBHJIMH (TI€peBaXkHUI
METON BBENCHHS) ab0 BHYTPINIHBOBEHHO IOBLILHO IPOTArOM 5 XBMIMH. BHyTpimHboBeHHE CTpy¥He
BBCJICHHS CIliJl BUKOHYBATH NIPOTATOM HE MeHIIe 5 XBHJIMH, IIEPCBAXHO y BENHMKI BeHH. BHyTpimHbOBeHH]
A03H, SIKi CTAaHOBIATH 50 MI/KT 260 OinbIe, HOBOHAPOKEHHM i MiTAM BikoMm 10 12 pokiB HEOOXiTHO BBOIUTH
migxoM  iHQysii. 3  Meron 3MeHmenHs NOTEHIIHHOTO  PH3HKY Oinipy6iHOBOi  eHneanonarii
BHYTPINTHFOBEHHI JIO3H HOBOHapOJKCHUM CIIiJl BBOXUTH Y BHIJISALI iHOys3ii mpoTsirom He MeHme 60 XBHIHH.
BHyTpimnasoM's30Be BBeAEHHS chix POSITIANATH NPH HEMOXJIMBOCTI a60 MEHMIIH AOIiTbHOCTI JUIS TIarieHTa
BHYTPIIIHEOBEHHOTO IUIAXY. J[03H, 110 CTAHOBIIATE Oinbure 2 r, Heo6XixHO BROMUTH BHYTPIIIHEOBEHHO.
Hedbrpuakcon nporumoxazanmii HOBOHApOIKCHMM (< 28 nHIB), SKIO BOHHM MAlOTh nokasaHHsa (abo
O4IKYEThCA, 1110 MATHMYTh TIOKa3aHHsI) 10 3aCTOCYBAHHS KaIbI[i€BMICHHX PO3YHHIB JUI1 BHYTPIITHBOBEHHOTO
BBCIICHHS, y TOMY YHCJI GE3IepEPBHUX KalbIiEBMiCHHX iHOY3iH, Takux s NapeHTepalbHe XapyyBaHHd, y
3B’S13Ky 3 PH3UKOM BHITAIiHHS ocazy uedTpHaKCOHy 3 KalbLieMm.

Posuumnmky:, mo MicTares xamsmiit (Hampuknan posumn Pinrepa aGo posumn I apTMaHa), He CIif
BHKOPHCTOBYBATH [UI1 PO3YMHEHHS BMICTy ()JIaKOHIB 3 nedTprHakcoHoM abo NOHATKOBOro PO3BENIEHHS yxKe
PO3THHEHOTO BMICTy ()JIakoHa JUIs BHYTPiIHEOBEHHOTO BBCIICHH Y 3B'A3KY 3 MOXJIHBICTIO yTBOPCHHS ocany.
[penunitar kaneuiesoi comi He()TPHAKCOHY MOXKE TaKOK YTBOPHTHCS, SKIIO HeTPHAKCOH 3MINIYeThCs 3
KaJIbIIEBMICHEMH DO3YMHAMH B OJHIi BHYTDIIIHEOBEHHIH cHcTeMmi. Takum 9HHOM, LEe(PTPHAKCOH i
KaJbII€BMICH] PO3YHHH He Ci1if 3MINTyBaTH aG0 BBOJUTH OJHOYACHO.

Hos mepenonepaniitnoi npodinakTuxy iHekuiii B MinstHNI XipyprigHoro BTpYy4aHHs HeYTPHAKCOH HEOOXinHO
BBOJUTH 32 30~90 XBHiHH JIo omeparii. '

IncTpykuii 3 BHKOPHCTAHHSA
BinsoBneni posunuu 30epiraroTs (isuuny Ta XiIMIYHY CTaGilbHICTS IIPOTATOM LIOHaWMEHIIE 6 TOmHH 3a
KIMHaTHOI TeMmepaTypu Ta 24 TOZMH B XOJIONMIBHHKY (IPH TeMmepaTypi 2—8 °C). Onnak, sk mpaswmio,
PO3YMHH CIIiJi BAKOPHCTOBYBATH Biapasy micis MIPUTOTYBaHH.

Tpiaxcon me cnin smimysaru B ORHOMY HIMpHII 3 Gyab-AKUM JiKapChKHM 3aco0oM, okpiM 1% posunuy
JMIOKaTHy Tinpoxnopuay (hmMIme s BHYTPIIIHEOM 53080} 1H’€Kmii).

* BuyTpimabom’sizoBa in’exmis

A BHYTPIIHEOM 130B07 1K’ exItii Tpiakcon 250 mMr aGo 500 mr PO3YMHHUTH y 2 mi, a Tpiakcon 1
PO3YHMHHTH ¥ 3,5 mMn 1% PO3YMHY JIi0KAiHY Ta BBOJAATH LUIAXOM TITHGOKO] BHYTPILIHEOM ’30B01 iH’€KILii.
Hosn, mo nepesumyrors 1 r, ciig POSAUIATH Ta BBOIUTH Y GibI Hix OIHY IIJISHKY.
Po3uunn ninokainy mikoan me ciix BBo HUTH BHYTDilIHLOBEHHO.

* BHyTpimHb0oBenna in’eknis 5
JU1a BHYTpilHBOBEHHOT 1K’ eKmi] Tpiaxcon 250 mr a6o 500 mr PO3YHMHAIOTE y 5 Mi1, a Tpiakcon 1 el N
CTCPHIILHOI BOAM JUIS iH’€KI{H, MOTiM BBOIATh BHYTPINIHBOBEHHOIO iH’EKITi€I0 IPOTATOM=S 3
besnocepennro y Beny a6o HCPE3 CHCTEMy ISl BHYTPIIIHBOBEHHOT iHys3ii. :
* BayTpimunsoBenna iHpy3ia

2 r TpiakcoHy po3unHsIOTE y 40 M1 cTeprbHOT Boawm s 1H €Kit a6o B OZTHOMY 3 HaCTyII
PO34HHIB:

- 0,9% po3uun Hatpito XJIOpUIy




- 5% posunn nexcrposu

- 10% posunn nekcrposu

- 0,45% po3unn Hatpiro Xnopuny + 2,5% posunny pekcTposu
Indysziro cnix BBOmUTH IIPOTATOM 1ioHaliMeHIe 30 XBHIINH.,

Hecymicnictn

3a TaHuMH JtiTeparypHIX Axepen, HeGTPHAKCOH He CyMiCHHMif 3 AMCaKpHHOM, BaHKOMIIIUHOM, (JIyKOHA30710M
1 aMiHOTIIKO3HaaMH.

Po3unnu, mo mictsts uedrpuakcon, He ciig 3MilyBatH abo JoxaBaTH JI0 IHIIHUX MIKAPCHKUX 3aco0iB, 3a
BHHATKOM 3a3Ha4YeHHMX B IHCTpykmii s 3aCTOCYBaHHsA. 30KpeMa, PO3YMHHHKH, IO MICTSTE KaJbIii
(Hampuknan, pozuun Pinrepa, posunn TFaprmana) me ciig BHKOPHCTOBYBAaTH JUIS PO3YMHEHHS BMiCTY
}nakoHiB 3 uedrpHakconoM ago AONIATKOBOIO PO3BEACHHA yXE€ DPO3YHHEHOIO BMICTY ¢uiakoHa s

XapuyBaHHs.
E JIIKAPCBKWW 3ACIB

Jlixapcbkuit 3aci6 — ne TIPOZYKT, IO BIIMBA€ Ha Balle 310poB's. Moro 3aCTOCYBaHHA HE 3a IHCTPYKIIEIO €

Hebe3neyHnM 111 Bac.

- HiTKO NOTpHMyiiTech BKa3iBOK BawIoro JiKaps, cocoby 3aCTOCYBaHHA Ta IHCTPYKLiii (hapMaresTa.

- Jlikap i dpapmarnesr € CKCIICPTaMH 3 JIIKapChKHUX 3aco0iB, ix NIEPEBar Ta PH3HKIB.

- He nepepusaiite camocriitno KYpC JIKyBaHHSI, IPH3HAYCHHUIT BaM.

- He noBroproiite npusnavenns 6es KOHCYJIbTALi] 3 BalIHM JiKapeM.

- 30epiraiite Bci mikapcrki 3aco6u II0J1aJTi BiJ{ NiTEH.

Pana minicTpis 3 oxoponn 310poB'st ApabehKuX Kpain

Coro3 dpapmanesTis ApaGenknx Kpain

Hompioua ingpopmayin? 3amenegonyiime 3a 6esxommosrnum Homepom (971) 800 - 4994, OAE

Bupo6uuxk: xynngpap (Julphar)

TFang dapmackrorikan Innactpiz (Gulf Pharmaceutical
Industries)

Pac Anp Xaiima, OAE (Ras Al Khaimah, UAE)

15/07/2021 p.
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INFORMATION FOR THE USER

riaxone

Sterile powder for Solution for Injection

250mg, 500mg, or 1g
Ceftri (as Ceftri

Read all of this leaflet carefully before you are given this medicine because K contains kmporiant Information for you.
Keep this leaflet You may need to read it again.
¥ you have any further questions, ask your doctor, pharmacist of nurse.
This medicine has been prescribed for you only. Do no pass it on 10 others. i may harm them, even i their signs of illness are the same as youss,
¥ You get any sice effects, @ik to your docior, pharmaist of nrse. This includes any possible side effects noCyeted in leaflel. See section 4

Whatis in this feafi
What Triaxone is and what i 1s used for

What you need to kriow before you are given Triaxone
How Triaxone is given

Possibie side effects

How (o store Triaxone

Further information

PRI

What Triaxone is and what it is used for
Triaxone is an antitiotic given to adults and chilcren (Incuding newborn babies). #t works by kiling bacteria that cause infections. I belongs 1o 8 group of medicines calied
cephalosponns.
Triaxone Is used to treat infections of:
= The brain (meningitis)

he lungs

The middie ear
The abdomen and abcominal wail (peritonits)

The winary tract and kidneys

Bones and joints

The skan or soft lissues

The biood

The heart
can be given:

To real specific sexually transmitted infections (gonorhoea and syphils).

To lreat palierts with low white blood cell counts (neutrapenia) who have fever due o bacterial infection

To treat infections of the chest in aduls with chronic bronehiti.

Jo treat Lyme disease (caused by tick bites) in acults and chilcren inokuing new born babies from 15 days of age.
To prevent infections during surgery.

3R e s e R

. What you need to know before you are given Triaxone
‘ou must not be given Triaxone i:
You are allergic to ceftriaxone or any of the other ingredients of this medicine (listed in section 6).
You have had a sudden or severe allergic reaction lo penicilin or similar antibiotics (such as 3 or The signs include sudden
Swelling of the thvoat of face which might make it Gfficull to breath or swallow, sudden swelling of the hands, feet and ankles, and a severe rash that develops quickly.
* Youare allergic to lidocaine and you are o be given Triaxone as an injection into a muscle.
Triaxone must not be given to bables i:
= The babyis premature
* Ihe baby is newbon (up to 28 days of age) and has certain biood problems or jaundice (yellowing of the sion of the whites of the eyes) or is to be given a product that
contains calcium into their vein.
Warnings and precautions
Talk to your doctor o pharmacist of nurse before you are given Triaxone i
* “ You have recently receved or are about to Teceive products that contain calcium.
“You have recently had diarrhoea after having an antibiotic medicine. You have ever had problems with your gut, in particular colitis (inflammation of the bowel).
You have liver or Kidney problems (see section 4).
You have gail stones of kidney stones
You have other ilinesses, such as haemolytic anaemia (a reduction in your red blood cells that may make your skin pale yeliow and cause weakness or breathiessness).
You are on a low sodium diet.
ooy Sxperience or have previously experienced a combination of any of the following symptoms: rash, red skin, biistering of the lips eyes and mouth, skin peeling, high
fever, flulike symploms, increased levels of iver enzymes seen in biood tests and an increacs 1 fype of white blood cell (eosinophilia) and eniarged ymph nodes (signs.
of severe skin reactions, see also section 4 “Possible side effects”).
u

cexm

a are given Triaxone for a long time, you may need to have regular blood tests Triaxone can affect the results of urine tests for sugar and a biood fest known as the
ns test I you are having tests:
ek the person talong the sample that you have been given Triaxone.

I you are diabetic of need to have your biood glucose level monitored You should nat use certain biood glucose monitoring systems which may estimaie blood giucose
g ) ke You are receivig ceftriaxone. If you use such sysiem check the instructions for use and el you docir. pharmacist of nurse. Allernative testing methods
shouid be used if necessary.
Children
Talk o your doctor or pharmacist or nurse before your child is administered Triaxona i
£ 1 She has recently been given o is 1o be given a procuct that contains calcium info their vein.
Other madicines and Triaxone
Tel your doctor or pharmacist i you are taking, have recentl taken or might take any other medicines.
I particuar, tell your doctor or pharmacist if you are taking any of the following medicines
= Atype of antibiotic called an a ide.
5, in antibiotic called chioramphenicol (sed to treat infections, particuiarly of the eyes)
Pregnancy and breast-feeding and fertility
¥ you are pregnant or breast-feecing, think you may egrant or are planning to have a baby, ask your doctor for advice before taking this medicine
Lhe doctor will consicer he benefi of treating you with Triaxone against the risk 1o your baby.
Driving and using machines
Triaxone can cause dizziness. ¥ you feel izzy, do not crive of use any 1ools of machines. Talk to your doctor i you experience these symptoms

3. How Triaxone is given

Trlaxone is usually given by a doctor of nurse. i can be given as

* A drip (iniravenous infusion) or as an injection directly info a vein or

* into a muscle

Jrlaxene is made up by the doctor, pharmacist of nurse and will not be mixed with or given o you a the same time as calcium-containing injections.

The usual dose

Your doctor wil decice the carrect dose of Triaxone for you. The dose will depend on the severity and type of infection; whether you are on any other antibiotics; your weight

A aZe. how well your kicneys and iver are working. The numiber of days or weeks that you are iven Triaxone Gepencs on e o infection you have.

Adults, older people and children aged 12 years and ovar with a body weight greater than or qual to 60 kilograms (kg):

* 1 1029 once a day depending on the severity and type of infection. i you have a severe infection. your doctor will give you a higher dose (up o 4g once a day). I your
caily dose is higher than 29, dose once a day or as two separate doses.

New-born babies, infants and children aged 16 days to 12 years wkh & bady of less than 60 kg:

* 50-80mg Triaxone lor each kg of the ohilre body weipht ance a day depending on the scverity and type.of infection, You have a severe infection, your doctor will give
You 2 higher dase up i0 100mg for each ky of body weight 1o a maximu of 4g once a day. f your daily dose is higher than 2g, you may receive it as a single dose once &
day o as o separate doses

+Chilaren with a body weight of 50 kg or more should be given the usual adull dose

New-born babies (0-14 days)

- 20-50mg Triaxone for each kg of the chid's body weight once a day depending on the severity and type of infection

. mum daly dose is 1ot 10 be more than 50mg for each kg of the baby's weight

People with liver and kidney problems

You may b given a different dose 10 the usual dose Your doctor will decide how much Triaxona you will need and wi eheck you closely depending on the severnty of the

Iiver and kidney disease

M you are given more Triaxone than you should

1t [ Secidentall receive more than your prescribed dose, contact you doctor of nearest hospital straigh away,

1 you forget to use Triaxone

¥ You miss an Injecion, you Should have t a6 s00n as possible. However, it is amost time for your next injection skip the missed injection. Do ot take a double dose (wo

7=ctions at the same time) t0 make up for a missed dose.

Yyou stop using Triaxor

D0 not stop faking Triaxone uniess your doctor tells you to.

1 you have any further questions on the use of this medicine, ask your doctor of nurse,

4. Possibie side effects

Like all medicines, thvs medicine can cause side effects, although not everyone will get them

The following sice effects may happen with this medicine.

Treament with ceflriaxone, particuiarly in elcerly pafients with serious Kidney or nervous system problems may rarely cause decreased consciousness, abnormal

movements, agitation and convuisions.

Fevere allergic reactions (not known, frequancy cannot be estimated from the available data)

¥ you have a severe allergic reaction, tell a doctor straight away,

Thie <igns may include:
Gemn swelling of ihe face, throat, lips or mouth, This can make it difficult to breathe o swallow.

wuden swelling of the hands, feet and ankies.

‘ere sKin reactions (not known, cannot be estimated from the svailable data)

70U get a severe skin reacton, tella doclor straight away.

‘i he signs may include:

* A severe rash thal develops quickly, with bisters or peeiing of the skin and possibly bisters in the mouth (Stevens-Johnson syndrome and 1oxic epidermal necrolysis
Which are aiso known as 3JS and TEN)

* A combination of any of the following symptoms: widespread rash, high body lemperature, iver enzyme elevations, blood abnormalities (eosinophilia), eniarged lymph
fodes and other body organs involvement (Drug Reaction with Eosinophilia and Systemic {oms which & also known as DRESS or drug hypersensitivity syncrome).

* janechHendwimer reaction which causes fever, chils, headache, muscie pain, and skin rash thal s Usaly sei-limiting. This cccurs shortl after starting ceftriaxone
Ireatment for infections with spirochete such as Lyme disease.

Other possible side effects:

Common (may affect up to 1 In 10 people)

+ {brormalites with yous white blood cells (such as a decrease of leucocytes and an increase of sosinophi) and Platelets (decrease of thrombocytes)

* Loose stools or diarrhoea.

» Changes in the results of biood tests for liver functiors.

« Rash

Uncommon (may affect up to 1 in 100 peopic)

* Fungal infections (for example, thiush).

* A decrease in the number of white biood cells (granuocytopenia).

* Reduction in number of red blood cells (anaemia).

- Problems with the way your blood clots. The signs may Include brusing easll and pain and swelling of your Joints.

= Headache.

iness
Feeling sick of being sick
» Pruritus (fching).
* Pain or & buning feeli
* A highlemperature (fever).
= Abnormal kidney fuinction lest (blood creatinine increased).
Rare (may affect up to 1 in 1,000 people)

Dy amemation ofthe large bowel (colon). The signs include diarthoea, usualty with biood and mucus, stomach pain and fever
= Difficuty in breathing (bronchospasm)
7 Alumpy rash (hives) that may cover a lot of your body, feeling chy and swelling
» BI0od or Sugar in your urine
= Oedema (fluid build-up).

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

4 secondary infection that may not respond Lo the antibiolic previously prescribed
« Form of anaemia where red blood celis are estroyed (haemlytic anaemia).
* Severe decrease in white biood cels (agranuiocytosis)
* Conwuisions.
= Vertigo (spinning sensation)
. iammalion o the pancreas (pancreaiits). The signs inciude severe pain inthe stomach which spreads fo your back.
- inflammation of the mucus lining of the mouth (stomatits).
*, Iflammation of the longue (glossitis) The signs include swelling, redness and soreness of the
, roblems with gallbiadder andior fiver, which may cause pain, nauses, vomiting, ysfiowing of the e iching, unusually dark urine and clay-coloured stools.
+ & neurological condition thal may occ in neonales with severe jaundice (Kernicterus)
7 ey problems caused by depasits of calcium cefiriaxone. There may be pain when passing water (urine) or ow output of urine
* Afatse positve resute in a Coombs' test (a test for some biood problems).
;4 lalse positive resu for gaiactosaemia (an abnorma buid-up of the sugar galactose)
Rentiaxona may inierfere with some types of blood plucose lesis - piease check with your doclor.

f side effects

the vein where Tr been given Pain where the injection was given

Bfou et any side effecs, lalk 1o your doctor, pharmacist or rurse. Ths inciudes any possibie side effects not sted in this leaflet. You can also report side effects directly wa
Pharmacovigilance and Medical Device Section

Drug Department - U.AE MO.H

Hottina: 80011111

Emai.si5v@mohap.gov.ae

P.0. Box: 1853 Dubai UA E

By repoiting side effects, you can help provide more information on the safety of this medicine.

5. How o store Triaxone
Keep this medicine out of the sight and reach of chilren.
- Donol use this medicine e the expiry date which is stated on the carton and on the vial, The expiry date refers o the last day of that month.
Store below 30°C. Protect from light and heat.
Chemical and physical in-Lse stabilty of the reconstiuted product has been demonstrated for af least 6 hours at room temperature and 24 hows under refrigeration
(2:8°C)
From a microbiological point of view, the product should be Used immedatel. I ot sed immedistely, in-use storage times and conditions prior o Lse are the
o ou'ty of the user and would not be longer than the times stated above for the chemical and physical J-une. stabilty.
not use Triaxone if you notice any visible sign of deterioration.
Do nol thiow away any medicines via wastewaler. Ask you pharmacist o throw away medicines Youno longer use. These measures will help protect the environment
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8. Further information
What Triaxone contains
aaclive substance s ceftraxone. Each 1 vial contains sterile powder of cefiriaxone sodum equivalent fo 250mg. 500mg or 1g o ceftriaxone
What i the available pack of Triaxone

Triaxone sterite powder fof injection is available as foliows (not all presentations are available in all countries)

Triaxone 250mg IM: Pack of 1 vial and 1 solvent ampouie of 2mL. lidocaine HCI 1%,
Jrlaxane 250mg V- Pack of 1 vial and 1 solvent ampoule of SmL sterile water for inection.
Triaxone 500mg IM: Pack of 1 vial HCI 1%,

| and 1 solvent ampoule of SmL sterile water for injection
M. Pack of 1 wal and 1 soivent ampouie of 3.5mL licocaine HCI 1%
Triaxone 1g IV: Pack of 1 vial and 1 solvert ampoule of 10mL sterile waler for injection

Triaxone 250mg. 500mg. and 1g vials WVIV: Pack of 10 vials.

Jhe “OPATKIT" contains 1 Triaxone wal, 1 sohent ampoule, 1 syringe and 1 exra needie, as follows
Triaxone 250mg IM: Pack of 1 vial and 1 solvent ampoule of 2. lidecaine HO) 15,

Jriaxone 250mg IV. Pack of 1 vial and 1 sobeent ampoule of SmL sterile water for inection.

Trlaxone 500mg IM: Pack of 1 vial and 1 solvent ampouie of 2mL lidocaine HC) 1%

Triaxane S00mg IV: Pack of 1 val and 1 sobent ampoule of SmL sterile water for inection

Triaxone 1g M. Pack of 1 vial and 1 soivert ampoule of 3.5mL lidocaine HCl 1%

Triaxone 1g IV: Pack of 1 vial and 1 soivent ampoule of 10mL sterile water for injection

The following | Is ntended for heathcare only;

Posology

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

The doses recammended in the abies below are the generally recommended doses in these. mdicatone o particuiarly severe cases, doses at the hgher end of the
recommended range shouid be considered.

Adults and chikdren over 12 vears of sge 2 §0 ka)

Cefriaxone Treatment Tndications
Dosage* frequency”
Comemunt red preumonia
Aoue of chvonic obsiructive puimonary disease
129 Once caily s
mpicaled urinary tract infections (including
spital scquired preumonia
29 Once daiy ted skin and soft lissue infections
fections of bones and joints
of neutropenic patients with fever hal is suspected to be due 1o a bacierial miection
249 Once caily Sacierial endocarditis
Sacterial meningits

- documented bacteraemia, the higher end of the recommendied dose range shoukd be considered
** Twice daiy (12 hourly) administration may be considered where Goses oreater than 2 g dally are administered
Indications for adults and children over 12 years of age (2 50 kg) that require specific dosage schedules:
A single intramuscular dose of Triaxone 1-2 g can be given.
Limited data suggest that in cases where the patientis severely il or previous therapy has failed, cefiriaxone may be effective when given as an intramuscular dose of 1.2 g
daily for 3 days.
1
29 as a single pre-operative dose.
500 mg as a single intramuscular dose

The generally recommended doses ave 500mg - 1g once daily increased 1o 2g once daiy for Dewwrosyphilis for 10-14 days. The dose recommendations in syphils, including
pewrosyphilis, are based on limited data. National of local guidance should be taken inio congicerafion,

2g once daily for 14-21 days. The recommended treatment durations vary and national or hould be take
Paadiatric population

. Infants and children 16 days o 12 years of age (< 60 kg)
For chicren with bodyweight of 50 kg or more, the usual adut dosage should be given.

Ceftriaxone Treatment
Bosage® Viaaeys Indications

Intra-abdominal infections

Compicaled rinary tract infections (inciudng
50-80 mg/g Once caily

Commurity acquired preumona.

Hospital acquired preumonia

skin and soft tissue infections

50-100 mo/igg (Max 4 g) Once daily Infections of bones and joinis

Management of newtropenic patients with fever (el s suspeciec 1o be o8 1o 3 bacieral m¥ecton
8100 (max 4 Once dai Baclerial meningibs

L1100 mg/ig (max 4 g) Once dail

_Jn documented bacteraemia, the higher end of the recommended dose range considered.
** Twice daily (12 hourly) administraton may be considered where doses Qreater than 2 g daily are administered.

Jnchcations for neonates, Infantx and children 16 days to 12 years (< 60 kg) thet require specific dosage schedules:

For initial reatment of acute olitis meda, a single i
Limited data suggest that in cases where
daily for 3 days.

50-80 moig as a single pre-operative dose.

intramuscular dose of Triaxone 50 mo/kg can be given.
the child is severely ill or initial therapy has failed, ceftriaxone may be effective when given as an intramuscular dose of 50 mg/kg

The generall recommended doses are 75-100 mohg (max 4 g) once daily for 10-14 days. The cose in syphilis including , are based on very
consideration.

limited data. National or local guidance should be taken into
1 and jate [Sta

ed Lyme borreliosis (early [Stage 00 i)
50-80 mg/kg once daily for 14.21 days. The eatment durations vary o local guidelines shouid be taken into consideration
Neonates 0-14 days
Triaxone is [ neonates upto a age of 41 weeks (gestati c age).
Ceftriaxone Treatment
il piasesin Indications
[ & inai infections
|—Comolic: fissue irfections.
i tract infections (inclucing
20-50 mg/g Once daity “ommunity acquired preumonia
Hospital
irfections of bores and joints
of neutropenic patients with fever that is. Suspected to be due 10 a bacterial infection’
50 Once aaity )ugl:v-] n\enmh:‘
* In documented bacteraemia, the higher end of the dose range shouk!
A maximum daily dose of 50 mg/kg should not be exceeded.

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

For iniial veaiment of acute oits media, a single inramuscuar dose of Triaxone 50 mokg can be gven
20-50 mg/kg 85 a single pre-operative dose.

Syphils

The generally recommended cose is 50 mgAg once daily for 10-14 days. The dose
National or local guidance shoukd be taken into consideration.

in syphilis, inciuding . are based on very limited data,

The duration of therapy varies according 1o the course of the disease. As with antibiotic therapy in general, administration of cefiiaxone shouid be continued for 48 - 72 hours.
after the patiert has become afebrile or evidence of bacterial eradicaon has been achieved.

Older ceoie

The dosages aduits require

Availabie data do not indicale the need for dose agjustment in mikd of moderate Fver funcion impairment provided renal function is not impaired
There are no study data in patients with severe hepatic impaimment

People provided that renal and hepatic function is satisfactory.

the bulk of a relatively large muscle and not more than
1 g shoud be injected at one site.
As the solvent used is licocaine, the

houid never be

Trlaxone can be administered by intravenous infusion over at least 30 minues (preferred foute) or by slow intravenous injection over 5 minutes. Intravenous intermittent

injection should be given over § minutes preferabl in larger veins. Intravenous doses of 50 of more in infants and children up to 12 years of age should be given by

irfusion. In neonates, intravenous doses shoukd be Given over 60 minues 1o redue the polen(al e of bilirubin encephalopathy. Intramuscuiar administration shoukd be
ible or less appropriale for the patiert. For doses greater than 2 g nraveno(s adminiiration shaols pe used

aindicaled In neonates (< 28 days) if they requrre (or are expected o require) reatment with caloium-containing infravenous solutions, including

orkinuous calcium-containing infusions such as parenteral nulrition, because of the 1k of preciptation of cefiriaxone-calcium.

Diluents cantaining caloium, (e.g. Ringer's solution of Hartmann's olution), should not be. ueed 1o reconstitute cefiriaxone vials or to further Gilute a reconstituted vial for

intravenous adminstration because a preciptate can form. itation of cet is N cefinaxone is mixed with caicium-containing soligions in

the same intrave Therefore, ci g must not be inixed or administered simutaneously

For pre-operative prophytais of surgical site infectons, cefrimxone shoukd be adminstered 30,90 e prior 1o surgery.

Reconstituled 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,
,Immmmmmwndn!}{ﬂbr Ppreparation.
Triaxone shouid not be mixed in the same syringe with any diug other than 1% Lidocaine HCL solution (for intramuscular injection ory)
* Intramuscules injection
For M injection, Triaxone 250mg or 500mg is dissoived in 2mL and Triaxone 1g in 3.5, of 1% ldocaine
Dosages grealer than 1g should be divided and injected at more than one site
n t I

y ceep i inection

intrav. Injection
For IV injection, Triaxone & 500mg is issolved in SmL and Triaxone 1g in 10mL of sierile water for injection and then administered by IV injection over §
mintes, directly into the vein or via the tubing of an intrave nous infusion

Intravenous lnfusion

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

- 0.45% Sodium chionde + 2.5% Dextrose
The infusion shouid be administered over at least 30 minutes.

Sased on teralure reports, cetiaxone is not compatible with ameacrine, vancomyein, fluscnazole, and aminogiycosices.

Solutions containing ceftriaxone should not be mixed with or added to other agerts except those mentioned in “Islructions for Lee”. In particular, diluents containing calcium,
Hartmamn's solution) should not be used fo reconstitide cefiriaxone vials or lo further dilute a reconstitted vial for IV administration because a
fPrecipitate can form. Ceftriaxone must not be mixed or i ‘solutions including parenteral nutrition.

THIS IS A MEDICAMENT
il 18 8 product which affects your heath, and s consumption contrary 1o

Medicamer instructions is dangerous for you.
- Follow stricty the doctor's prescription, the method of use and the nstructions of the pharmacist who soid the medicament.
- The doctor and the pharmacist are experts in medicines their benefits and rioks
- Donutby yourself interrupt the penod of treatment prescribed for you
- Do not repeat the same prescription without consulting your doctor
Keep all medicaments out of reach of the children.
Councli of Arab Heakh Minkters,
Union of Arab Pharmacks s

Any information? Call Toll Free No. (971) 800 - 4984, UAE.

150772021




UA 19352 /o100
é/p/o?z?of/. dod L~

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

1.3.1 Summary of Product Characteristic (SPC)

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

LNAME OF THEMEDICINAL PRODUCT 0 i i it o

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

SITION

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:
3.5mL of Sterile Lidocaine 1%

* Quantity of Sterile Ceftriaxone sodium is calculated on the basis of assay 795ng of
Ceftriaxone (C13H,sNsO5S3) per mg (anhydrous basis) and 11.0% of water compensation.
Quantity may vary depending on the assay of material.

3.PHARMACEUTICAL FORM

Sterile Powder for Solution for I.M. Injection

Description: White to yellowish white crystalline powder.

4. CLINICAL PARTICULARS :

4.1 Therapeutic indications

Triaxone is indicated for the treatment of the following infections in adults and children
including term neonates (from birth):
* Bacterial Meningitis
* Community acquired pneumonia
* Hospital acquired pneumonia
= Acute otitis media
= Intra-abdominal infections
= Complicated urinary tract infections (including pyelonephritis)
= Infections of bones and joints
= Complicated skin and soft tissue infections
= Gonorrhoea
= Syphilis
* Bacterial endocarditis
Triaxone may be used:
= For treatment of acute exacerbations of chronic obstructive pulmonary disease in
adults
= For treatment of disseminated Lyme borreliosis (early (stage II) and late (stage IIT)) in
adults and children including neonates from 15 days of age.
* For Pre-operative prophylaxis of surgical site infections
* In the management of neutropenic patients with fever that is suspected to be due to a
bacterial infection
= In the treatment of patients with bacteraemia that occurs in association with, or is
suspected to be associated with, any of the infections listed above
Triaxone should be co-administered with other antibacterial agents whenever the
possible range of causative bacteria would not fall within its spectrum (see section 4.4).
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Module 1.3 Triaxone 1g Sterile Powder for Solution for LM. July 2021
Injection
Ceftriaxone (as Ceftriaxone Sodium)

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

4.2 Posology and method of administration

Posology

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

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

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

Ceftriaxone | Treatment Indications

Dosage* frequency**

1-2¢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

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

Bacterial endocarditis

Bacterial meningitis

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

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

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

ﬂ) CONFIDENTIAL 3




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

Paediatric population
Neonates, infants and children 15 days to 12 years of age (< 50 kg)
For children with bodyweight of 50 kg or more, the usual adult dosage should be given.

Ceftriaxone | Treatment Indications
dosage* frequency**
50-80 Once daily Intra-abdominal infections
mg/kg Complicated urinary tract infections (including
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 9) Management of neutropenic patients with fever that is
suspected to be due to a bacterial infection
80-100 Once daily Bacterial meningitis
mg/kg (max
4g)
100 mg/kg | Once daily Bacterial endocarditis
max 4 g)

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

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

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

Infections of bones and joints

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

50 mg/kg Once daily Bacterial meningitis

Bacterial endocarditis

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

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

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

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

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

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

Duration of therapy

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

Older people

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

Patients with hepatic impairment

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

There are no study data in patients with severe hepatic impairment (see section 5 VAR
Patients with renal impairment

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

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

Patients with severe hepatic and renal impairment

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

Method of administration

Intramuscular administration

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

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

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

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

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

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

patients.

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

» Ceftriaxone solutions containing lidocaine should never be administered intravenously.

4.4 Special warnings and precautions for use

Hypersensitivity reactions

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

Severe cutaneous adverse reactions (Stevens Johnson syndrome or Lyell's syndrome/toxic
epidermal necrolysis and drug reaction with eosinophilia and systemic symptoms
(DRESS)) which can be life-threatening or fatal have been reported in association of
ceftriaxone treatment; however, the frequency of these events is not known (see section
4.3).

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
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different infusion sites. However, in patients older than 28 days of age ceftriaxone and
calcium-containing solutions may be administered sequentially one after another if
infusion lines at different sites are used or if the infusion lines are replaced or thoroughly
flushed between infusions with physiological salt-solution to avoid precipitation.

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

Paediatric population

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

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

Immune mediated haemolytic anaemia

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

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

Long term treatment

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

Colitis/Overgrowth of non-susceptible microorganisms

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

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

Severe renal and hepatic insufficiency

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

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.

0 CONFIDENTIAL 7
Aoy




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

Sodium

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

Antibacterial spectrum

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

Use of lidocaine

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

Biliary lithiasis

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

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

Renal lithiasis

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

Jarisch-Herxheimer reaction (JHR)

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

Encephalopathy

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

4.5 Interaction with other medicinal roducts and other forms of interaction

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

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

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

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

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

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

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

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

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

pregnancy and lactation

Pregnancy

Ceftriaxone crosses the placental barrier. There are limited amounts of data from the use
of cefiriaxone in pregnant women. Animal studies do not indicate direct or indirect
harmful effects with respect to embryonal/foetal, perinatal and postnatal development (see
section 5.3). 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,
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.

iy CONFIDENTIAL 9
Ay




Module 1.3

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

Injection

Ceftriaxone (as Ceftriaxone Sodium)

July 2021

The most frequently reported adverse reactions for ceftriaxone are eosinophilia

4.8 Undesirable effects

leucopenia, thrombocytopenia, diarrhoea, rash, and hepatic enzymes increased.
Data to determine the frequency of ceftriaxone ADRs was derived from clinical trials.

The following convention has been used for the classification

= Very common (> 1/10)

» Common (> 1/100 - < 1/10)

* Uncommon (> 1/1000 - < 1/100)
* Rare (= 1/10000 - < 1/1000)
* Not known (cannot be estimated from the available data)

of frequency:

3

System Common Uncommon Rare Not Known *

Organ Class

Infections and Genital fungal | Pseudomembran Superinfection®

infestations infection ous colitis®

Blood and Eosinophilia | Granulocytope Haemolytic

lymphatic Leucopenia | nia anaemia®

system Thrombocyt | Anaemia Agranulocytosis

disorders openia Coagulopathy -

Immune Anaphylactic

system shock

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

Nervous Headache Encephalopathy | Convulsion

system Dizziness

disorders

Ear and Vertigo

labyrinth

disorders

Respiratory, Bronchospasm

thoracic and

mediastinal

disorders

Gastrointestin | Diarrhoea® | Nausea Pancreatitis®

al disorders Loose stools | Vomiting Stomatitis
Glossitis

Hepatobiliary | Hepatic Gall bladder

disorders enzyme precipitation®

increased Kernicterus

Hepatitis®
Hepatitis
cholestatic>®

Skin and Rash Pruritus Urticaria Stevens Johnson

subcutaneous Syndrome®

tissue Toxic epidermal
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disorders

necrolysis®
Erythema
multiforme
Acute generalised
exanthematous
pustulosis

Drug reaction
with eosinophilia
and systemic
symptoms
(DRESS)

Renal and
urinary
disorders

Haematuria
Glycosuria

Oliguria
Renal
precipitation
(reversible)

General
disorders and
administratio
n site
conditions

Phlebitis
Injection site
pain

Pyrexia

Oedema
Chills

Investigations

Blood
creatinine
increased

Coombs test false
positive®
Galactosaemia

test false
positive®

Non enzymatic
methods for
glucose
determination
false positive®

*Based on post-marketing reports. Since these reactions are reported voluntarily from a
population of uncertain size, it is not possible to reliably estimate their frequency which is
therefore categorised as not known.

® See section 4.4.

¢ Usually reversible upon discontinuation of ceftriaxone.

Description of selected adverse reactions

Infections and infestations

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

Ceftriaxone-calcium salt precipitation

Rarely, severe, and in some cases, fatal, adverse reactions have been reported in pre-term
and full-term neonates (aged < 28 days) who had been treated with intravenous
ceftriaxone and calcium. Precipitations of ceftriaxone-calcium salt have been observed in
lung and kidneys post-mortem. The high risk of precipitation in neonates is a result of
their low blood volume and the longer half-life of ceftriaxone compared with adults (see
sections 4.3, 4.4, and 5.2).

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

Precipitation of ceftriaxone calcium salt in the gallbladder has been observed, primarily in
patients treated with doses higher than the recommended standard dose. In children,
prospective studies have shown a variable incidence of precipitation with intravenous
application - above 30 % in some studies. The incidence appears to be lower with slow
infusion (20 - 30 minutes). This effect is usually asymptomatic, but the precipitations
have been accompanied by clinical symptoms such as pain, nausea and vomiting in rare
cases. Symptomatic treatment is recommended in these cases. Precipitation is usually
reversible upon discontinuation of ceftriaxone (see section 4.4).

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

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

Hotline: 80011111

Email: 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

Pharmacotherapeutic group: Antibacterials for systemic use, Third-generation
cephalosporins,
ATC code: J0O1DDO04,

Mode of action
Ceftriaxone inhibits bacterial cell wall synthesis following attachment to penicillin
binding proteins (PBPs). This results in the interruption of cell wall (peptidoglycan)
biosynthesis, which leads to bacterial cell lysis and death.
Resistance
Bacterial resistance to ceftriaxone may be due to one or more of the following
mechanisms:
= hydrolysis by beta-lactamases, including extended-spectrum beta-lactamases
(ESBLs), carbapenemases and Amp C enzymes that may be induced or stably
derepressed in certain aerobic Gram-negative bacterial species.
= reduced affinity of penicillin-binding proteins for ceftriaxone.
* outer membrane impermeability in Gram-negative organisms.
= bacterial efflux pumps.
Susceptibility testing breakpoints
Minimum inhibitory concentration (MIC) breakpoints established by the European
Committee on Antimicrobial Susceptibility Testing (EUCAST) are as follows:

Pathogen Dilution Test (MIC, mg/L)
Susceptible Resistant
Enterobacteriaceae <1 >2
Staphylococcus spp. a. a.
Streptococcus spp. (Groups A, B, C and G) b. b.
Streptococcus pneumoniae = 0.5" >2
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Viridans group Streptococci <0.5 >0.5
Haemophilus influenzae <0.12¢ >0.12
Moraxella catarrhalis <1 >2
Neisseria gonorrhoeae <0.12 >0.12
Neisseria meningitidis <0.12° >0.12
Non-species related <10 >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 gx 1 and a high dose of at least 2 g

X 1

Clinical efficacy against specific pathogens

The prevalence of acquired resistance may vary geographically and with time for selected
species and local information on resistance is desirable, particularly when treating severe

infections. As necessary, expert advice should be sought when the local prevalence of

resistance is such that the utility of ceftriaxone in at least some types of infections is

questionable.

Commonly susceptible species

Gram-positive aerobes

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

Viridans Group Streptococci

Gram-negative aerobes

Borrelia burgdorferi

Haemophilus influenzae

Ilaemophilus parainfluenzae

Moraxella catarrhalis

Neisseria gonorrhoea

Neisseria meningitidis

Proteus mirabilis

Providencia spp

Treponema pallidum

Species for which acquired resistance may be a problem

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

Klebsiella pneumoniae”
Klebsiella oxytoca™
Morganella morganii
Proteus vulgaris

Serratia marcescens
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Anaerobes

Bacteroides spp.
Fusobacterium spp.
Peptostreptococcus spp.
Clostridium perfringens

Inherently resistant organisms

Gram-positive aerobes
Enterococcus spp.
Listeria monocytogenes

Gram-negative aerobes
[Acinetobacter baumannii
Pseudomonas aeruginosa
Stenotrophomonas maltophilia
Anaerobes

Clostridium difficile
Others:

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

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

5.2 Pharmacokinetic properties

Absorption

Intramuscular administration

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

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

Distribution

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

Penetration into particular tissues

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

Ceftriaxone is reversibly bound to albumin. Plasma protein binding is about 95 % at
plasma concentrations below 100 mg/l. Binding is saturable and the bound portion
decreases with rising concentration (up to 85 % at a plasma concentration of 300 mg/l).
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 ml/min. Renal
clearance is 5 - 12 ml/min. 50 - 60 % of ceftriaxone is excreted unchanged in the urine,
primarily by glomerular filtration, while 40 - 50 % is excreted unchanged in the bile. The
elimination half-life of total ceftriaxone in adults is about 8 hours.

Patients with renal or hepatic impairment

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

The relatively modest increase in half-life in renal impairment is explained by a
compensatory increase in non-renal clearance, resulting from a decrease in protein
binding and corresponding increase in non-renal clearance of total ceftriaxone.

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

Older people

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

Paediatric population

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

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

Linearity/non-linearity

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

Pharmacokinetic/pharmacodynamic relationship

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

5.3 Preclinical safety data

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

6.1 List of excipients

None

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

Solutions containing ceftriaxone should not be mixed with or added to other agents except
those mentioned in section 6.6. In particular diluents containing calcium, (e.g. Ringer's
solution, Hartmann's solution) should not be used to reconstitute ceftriaxone vials or
bottles or to further dilute a reconstituted vial or bottle for intravenous administration
because a precipitate can form. Cefiriaxone must not be mixed or administered
simultaneously with calcium containing solutions including total parenteral nutrition (see
section 4.2, 4.3, 4.4 and 4.8).

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

This medicinal product must not be mixed with other medicinal products except those
mentioned in section 6.6.
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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.

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 (3.5mL) packed in a printed box along
with a leaflet.

Instructions for use

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

Triaxone 1g powder for solution for injection

For IM injection:

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

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

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

8. MARKETING AUTHORISATION NUMBER(S) c

3279-4208-2

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
28. June. 1998

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