IHCTPYKIISA
JJIS1 MEIUYHOI0 32CTOCYBAHHS JIKAPCHKOI0 3aC00y

BAHBAKT®
(BANBAKT®)

Cknao:

diroya peuosuna: clindamycin;

1 cymo3uropiii MicTUTh KITiHAaMIIMHY (Qocdarty y nepepaxyBanHi Ha KimiHAaminuH 100 Mr; donomixcna
peyosuna: TBEPAUN KUP.

Jlikapcbka gopma. Cyrnmo3uropii BariHaibHi.

Ocnosui  izuxo-ximiuni eracmugocmi: CyNO3WTOPii BiJg OILIOTO JO CBITJIO-)KOBTOTO KOJBLOPY,
TOPIEAOIOII0OHOT (hopMHU.

®apmakoTepaneBTHYHA rpyna. [IpoTUMiKpoOHI Ta aHTHUCENTHYHI 3acO0H, IO 3aCTOCOBYIOTHCS B
TIHEKOJIOTIi, 32 BUHATKOM KOMOIHOBaHHMX JIKapChbKUX 3aco0iB, IO MICTSITh KOPTHUKOCTEPOIIH.
Auntu6ioruku. Kmunaminua. Kog ATX GO1A A10.

Dapmakonoziuni eracmusocmi.

Dapmaroounamixa.

Mexani3m aii. Kiingaminys — 1e JiHK03aMiTHIH aHTHO10THK, 10 PUTHIYYE CHHTE3 OLIKIB OaKTepii,
niroun Ha OakTepianbHi pUOOCOMH. AHTHOIOTHK 3B’S3YETHCS TIEPEBAKHO 3 PHOOCOMATHHOIO
cyoonuauiero 50S Ta BIUIMBa€ Ha MpOIleC iHimialii G1IKOBOTO JIaHIIora. Xo4a KiIiHIaminuay ¢ocdar
HEaKTUBHHUU in Vitro, in vivo BIH IIBUAKO Ti1IPOTI3y€ThCS, MEPETBOPIOIOYUCH HA KIIHAAMILUH, IO
MIPOSIBIISIE aHTUOAKTEPiaIbHY aKTUBHICTb.

YyTnuBicTh in vitro. He BU3HAUYEHO CTaHIAPTHHUX MPHHLMUIIB TECTYBAaHHS YYyTJIMBOCTI MOTCHIIMHUX
OakTepiadbHUX BariHAIBHUX maToreHiB, Gardnerella vaginalis, Mobiluncus spp. abo Mycoplasma
hominis. IlpoTe KIIHAAMILMH SIK AaHTUMIKPOOHHUN areHT in Vvitro MpOSIBISIE aKTUBHICTh NMPOTHU TAKUX
3apeecTpOBaHMX MITaMiB MIKpOOPTaHi3MiB, acoliiOBaHMX 13 OakTepiadbHUM BariHo3oM: Bacteroides
spp., Gardnerella vaginalis, Mobiluncus spp., Mycoplasma hominis, Peptostreptococcus spp.

VYci mi MIKpoopraHisMH 4yTIHMBI 10 Aii KIIHAaMIOUHY, NMpo IO cBiguath 3HadeHHS ix MICq

(MiHIMaNbHOT 1HTiOYI04OT KOHIEHTpallii, npu sKii npurHiuyerbes 90 % mramis). ['eorpadiunnx ado
4acoBUX Bapialliil BiI3HaAYeHO He OYyI10.



JlaHi OpUTiHAIBHOTO KIIHIAMIIUHY MIOJ0 YYyTJIMBOCTI OakTepiii, acomiiioBaHUX i3 OakTepialbHUM
BariHO30M.

MIKPOOPT"AHI3M MIC5 MICyg % UYTJIMBUX
Bacteroides bivius <0,015 0,031 100
Bacteroides disiens 1,0 2,0 100
Bacteroides melaninogenicus <0,015 0,031 100
Bacteroides asaccharolyticus <0,015 <0,015 100
Peptostreptococcus anaerobius 0,03 0,25 100
Peptostreptococcus asaccharolyticus <0,015 0,25 100
Mobiluncus curtisii 0,125 0,125 92
Mobiluncus mulieris 0,03 0,06 100
Gardnerella vaginalis 0,125 0.5 100

[IpoaeMoHCTpOBaHO MepeXpecHy PE3UCTEHTHICTh MIXK KIIIHAAMIIIMHOM 1 JIIHKOMILIMHOM.
[IpoaeMOHCTPOBAHO aHTArOHI3M MK KIIIHAAMIIITHOM 1 EpUTPOMILIMHOM in vitro. KiliHiuHA 3HAYYIIICTh
I[LOTO CIIOCTEPEKECHHS HEB1IOMA.

Dapmakokinemuxa.

Abcop6uist. Kmingaminuay gocdar B opranisMi MBHAKO MiAPOITi3yEThCs 3 YTBOPCHHSM KIIIHAAMILHHY,
SIKHH TIPOSIBIISE€ aHTHOAKTEPiaNbHY aKTHBHICTB. JIOCITI/UKSHHS OPUTiHABHOTO KIIHAAMILMHY TTOKa3aiy,
110 IIPY 1HTpaBariHaJbHOMY 3aCTOCYBaHHI B CHCTEMHMI KpoBOOOIr noTparuise npudausno 30 % (6- 70
%) npenapary. CepeaHe 3HaueHHs Iuiomii mifg kpuBor (AUC) micis TPUASHHOTO 3aCTOCYBAaHHS
cyno3I/ITopi'1'B oyno 3,2 mxr-ron/min (Bin 0,42 o 11 mkr- FO,Z[/MJ'I) MaxkcumanbHa KOHI_ICHTpaI_Ii}I y KpOBi
CIIOCTEpIraeThesl Ha 3-it JIeHb MPOTIrOM 5 roauH (y mexax Big 1 no 10 rogus) micis 3acToCyBaHHS
CYMO3UTOPIIB 1 cTaHOBUTH y cepearbomy 0,27 mr/mi (8ig 0,03 xo 0,67 mxr/mir). Cepesre 3Ha4CHHS
nepioly HaliBBUBEIECHHS MICIs 3aCTOCYBAaHHS CYHNO3MTOpIiB CTaHOBUTH 11 roauu (y Mexax Bix 4 1o
35 roauH), BBAXAETHCS, 10 BOHO OOMEXKYETBCS LIBU/KICTIO BCMOKTYBaHHs. CHCTEMHE BCMOKTYBaHHSI
KIIHJIaMIIUHY Y (1)0le CYHO3HTOpiiB y 7 pasiB BHINE, HDK MPU_3aCTOCYBAaHHI aHANOTIYHOI J03H
KIIHAaMILKHY y (opMi BariHajipHOrO Kpemy. 3arajoM CHCTEMHHH BIUIMB KIIHAAMILMHY y (opmi
CYNO3UTOPIIB BariHaubHUX y 2-20 pa3iB HIDKYMH BI TCPAlICBTUYHOI JO3H [IEPOPAIBHOTO KIIHAAMILUHY
rizpoxyopuay ta B 40-50 pas3iB HWXYMN Bl TepameBTUYHOI JTO3M MApEHTEPATbHOTO KIIHAAMILUHY

docdarty.

KutiniyHi XapakTepHCTHKH.

Ilokasanns.

JlikyBanHsl OakTepialbHOTO BariHo3y (TMOMepenHi Ha3BH: TeMOQIIbHHUI BariHiT, rapJHEpeIbO3HHIM
BariHiT, HecnenupIYHUI BariHiT, KOpiHeOaKTepiaTbHUI BariHiT a00 aHAepOOHMIA BariHO3).
Ilpomunokaszanns.

[TigBuiena 4yTIMBICTh JO KIIHAAMIIHMHY, JIHKOMIIIMHY a00 10 Oy[b-SKO1 3 JOMOMIDXKHUX PEYOBHH
npernapary.

Komit, moB’si3anuil i3 3aCTOCYBaHHSAM aHTHO10THKIB, B aHAMHE3I.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOu 63a€mo0iil.

Hemae manux mpo cyMicHe 3aCTOCyBaHHS KIIHIAMIIKHY y (hOopMi BariHaNbHUX CYMO3UTOPIiB 3 IHIIUMU
npernaparamu Juis IHTpaBariHajabHOTo BBeAEHHS (IUB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

[Ipu cucreMHOMY 3acToCyBaHHI KiIiHAaMinIMHY ¢GocdaT MpOsBIsiE BIACTUBOCTI HEUPOM SI30BOTO
O10KaTopa, 10 MOKe MOCHJINTH Ta MOJOBXKUTH IO 1HIIUX HeipoM’s30BUX OsokaTtopiB. Tomy Horo
clil 3 OOEpeXHICTIO 3aCTOCOBYBATH TMalli€eHTaM, SIKI TPUIMAaOTh Taki 3aco0u (AMB. PO3JALTU
«IlepenosyBanus» 1 «@apMaKOKIHETHUKA).

He pexoMmeHy€eTbCs BUKOPUCTOBYBATH MIPE3EPBATHUBH 13 JIaTEKCy IiJ] Yac JIKYBaHHS KIIHIAMILMHOM y
(dbopMi BariHaJIbHUX CYMO3UTOPIiB.

Ocoonueocmi 3acmocygéanns.

[lepen abo ompasy micis MOYATKy 3aCTOCYBAaHHS KITIHIAMINUHY Y (OpMi BariHaJbHUX CYMO3HTOPIiB
MO’K€ BUHUKHYTH HEOOX1HICTh Yy IPOBEEHHI Ta00PaTOPHOTO aHaNi3y Ha HAsBHICTh 1HIINX 30yIHUKIB
iH(ekuiii, Bkimtovatouu Trichomonas vaginalis, Candida albicans, Chlamydia trachomatis Ta TOHOKOKH.



3acTocyBaHHsS IMIXBOBHUX CYHO3MTOpIiB 3 KIIHAAMILIMHOM MOXE CIPUYMHUTH HAAMIPHHHA picT
HEUyTIUBUX J0 MpenapaTy MiKpOOpraHi3MiB, y TOMY YHCIi APLKHKOBUX I'PUOIB.

3acTocyBaHHs KIIHAAMIIUHY, K 1 IHIIUX aHTHOAKTepiaJbHUX 3ac001B, MOXKE CIIPUYUHHUTH J1iapero, a B
JEesIKMX BUIAJKaX — MCeBIOMEMOPaHO3HUNA KOMIT, AKH MOXe OyTH SK IOMIPHHUM, TaK i 3arpo3JIHBUM
TUIS )KUTTSL.

Skmo npu 3acTocyBanHi npenapary ban6akT® posBuBaeThCs BUpaxeHa ab0 TPUBANA Jiapest, TO AaHHi
npernapar CliJ BiAMIHUTH, 3A1MCHUTH BiIMOBIIHI A1arHOCTHYHI HpOLEAYpH 1 Y pa3l HEoOXiaHOCTI
NPU3HAYUTH aHTHOAKTepianabHe JiKyBaHHA. [Ipenaparu, M0 NPUTHIYYIOTH MEPUCTAIBTHKY, Y IBOMY

BHIIAJIKy POTHIOKa3aHi. [Ipi HASBHOCTI B aHAMHE3i KOJIITY, CIPHYMHEHOro aHTHGi0THKaMu, BanGakt®

CIIiJ] 3aCTOCOBYBATH 3 OOEPEXHICTIO. Y MOMIOHMX BHITAJKaX PEKOMEHIOBAHO PETENHHO 3BAKUTH
KOPUCTh BiJ JIKyBaHHA OaKTepiaJbHOrO BariHO3y Ta TMOTCHUIHHWA pPHU3UK BUHUKHEHHS
MICEBIOMEMOPAHO3HOTO KOMITY.

PexomeHayeThCst 3 00EpeXHICTIO MpHU3HAYATH KIHAAMINWH Yy (GOpMi BariHaJbHUX CYHO3HTOPIiB
MaIieHTKaM 13 3amaJbHAM 3aXBOPIOBAHHSM KHIIICYHWKA, 30Kpema XxBopoOoro Kpona abo
HecTenniYHIM BUPA3KOBUM KOJIITOM.

SIk 1 mpu OyIb-SIKMX BariHAIBHUX 1H(EKINisIX, CTaTeBl KOHTAKTH B TEpioJl 3aCTOCYBaHHS Mpenapary

BanGakt® He pexomenjoBani. OCHOBA BariHATBHHX CYMO3HTOPIiB MOYXE MOCTAGIIOBATH MIlHICTH
JATEeKCHUX IMIPEe3epBaTUBIB Ta MPOTU3AILIAHUX JAiadparm (auB. po3ain «B3aemonis 3 1HIIMMH
JKapChKUMHU 3aco0aMM Ta 1HII BUAM B3aeMOJ1i»). He pekoMeHayeThes 3aCTOCOBYBAaTH Taki 3aco0u
MPOTATOM 72 TONWH MICis JIIKYBaHHS IperapaToM, OCKUIBKM IXHSI MPOTHU3aIlIiIHa €(eKTUBHICTh Ta
3aXHUCHI BIIACTUBOCTI BiJl 3aXBOPIOBaHb, 1110 MEPEAAIOTHCS CTATEBUM HUIIXOM, MOKYTh OyTH 3HHKEHI.

Y mnepiox 3acTocyBanHs mpenapary ban6akT® He PEKOMEHIYEThCS BHKOPHCTAHHS iHIIMX BHPOOIB,
NPU3HAYCHUX JUTS IHTPaBariHaJbHOTO BBEICHHS (TAaKUX SIK TAMIIOHH, 3aCO0U JIJIsl CIIPHHITIOBAHHS ).
Ocobausi 3anobixchi 3acodu nio Yac NOBOONCEHHS 3 NPEnapamom i oo ymunizayii.

He 3actocoByiiTe meil mpemapaT, SIKIIO YINAaKOBKa, B SKIM MICTAThCSA BariHajdbHI CYMO3UTOPIi,
MOIITKOKEHA, BIIKpUTA a00 HErepMETHUYHO 3allaKoBaHa.

3acmocysarnns y nepioo eazimuocmi abo 200y8arHsL 2pyoor.

BariTHicTb.

VY nocnipKeHHSIX Ha TBapUHAX OyJia MpoJEMOHCTPOBaHA PENPOYKTHBHA TOKCUYHICTb.

3acToCyBaHHS MPOTATOM | TpUMECTPY BariTHOCTI HE PEKOMEHIYETHCS, OCKUIBKH BiJICYTHI BiJMTOBIIHI
n00pe KOHTPOJILOBAHI JOCIIKEHHsI 11010 3aCTOCYBAHHS MpEMapaTy BariTHUMHU KIHKAMH TPOTITOM
IbOTO TIEPioy.

[aTpaBariHanpHEe 3aCTOCYBaHHS CyNmoO3UTOPiiB KiaiHAaminuHy ¢ocdaty y II TpumecTpi BariTHOCTI, a
TaKOXX CHUCTeMHe 3actocyBaHHs KimiHmaminuuy B II 1 III Tpumectpax He MpHU3BOIMIO O OYAb-IKHX
MaToJIOrTYHUX e(PeKTiB 3 OOKY 110714, TOMY HOTO MOYKHA 3aCTOCOBYBATH Y Pa3i SBHOI HEOOX1THOCTI.



Ilepion rogyBaHHs rpyUIIO.

HeBizomo, un npoHMKa€e KIIHAAMILUH y TPYJHE MOJOKO HiClis BariHaJbHOrO 3acTocyBaHHs. OnHaK
MOBIIOMJISVIOCST TPO  MOSIBY KIHAAMIIUHY Yy TPyAHOMY MOJOII TiCiIs HepopaibHOro abo
NapeHTepaIbHOro 3acTocyBaHHs. He0O0XiTHO pO3IIISTHYTH MOKIIUBICTD IPUIIMHUTH FOYBAaHHS TPYAIIO

abo mepepBaTH/yTpUMATHCS Bij Tepamii mpemapatom bauGaxt®, BpaxoByiouH mepeBary IpyaHOTO
BUTOZIOBYBAHHS JJIsl AUTHHH Ta KOPHUCTH JIIKYBAaHHS [ MaTepi.

DepTUILHICTS.

VY nocnipKeHHSIX Ha TBapuHaX He 0yJI0 BUSIBJICHO BIUIMBY Ha (DePTUIIBHICTE.

30amuicmy  eénaueamu Ha WEUOKICMb peakyii npu Kepy8aHHi A8MOMpAHCNOpmom abo [HuUMU
MexauizMamu.

He BnnmuBae a0 BIUIMB HE3HAUHUIA.

Cnoci6 3acmocysannsa ma 0o3u.

ITo onHOMY Cymno3uTOpitO iHTpaBariHaibHO 1 pa3 Ha 700y Ha HiY MPOTATOM 3 JHIB AP,
Cymno3uTopiil 3BUTBHUTHU BiJl KOHTYPHOI YIaKOBKH 1 BBECTH y HIXBY y HOJIOXEHHI JIe)kKayHl Ha CIHHI 13
3ITHYTUMH B KOJIHAX Ta MIATATHYTUMH JI0 TpyJAei HOraMHU 3a JOMOMOTOI0 CEpEIHBOrO MalbLs PYKH
SKHAUTINOMIE, ane mo0 He BUKJIMKATH HEITPUEMHI BiTUYTTSI.

3acTocyBaHHS NAI[iEHTKaMU JIITHHOTO BiKY.

3acrocyBaHHS KIiHAAMIIUHY Y (OpMIi BariHaJbHUX CYNO3UTOpIiB MalliEHTKaM BIKOM BiJ 65 pOKiB HE
JOCTIKYBaIH.

3acTocyBaHHS NAIiEHTKAMU 13 MOPYIIEHHAME (DYHKIIIT HUPOK.

3acrocyBaHHA KIIIHAAMIIKHY y (OPMI BariHaJIbHUX CYTO3UTOPIIB MaLli€HTKAM 13 HOPYIICHHAMH QYHKIIT
HUPOK HE JOCIIKYBAIH.

Cnin 3BepHyTH yBary Ha o(imiifHi peKoMeHAaIIi 1010 BiIOBITHOTO 3aCTOCYBaHHS aHTUOAKTEPiaTbHUX
3aco0iB.

Jimu.

besneka Ta epeKTUBHICTh 3aCTOCYBAaHHS KIIHAAMIIMHY Yy (OPMi BariHAIbHUX CYIIO3UTOPIiB y AiTel He
BCTaHOBJICHI.

Ilepeoosyeanns.

[Tpo Bumagku nepeno3yBaHHs KIIHIAMIIMHOM Yy (GOpMi BariHaJbHUX CYHNO3UTOPIiB HE MOBIOMIISIOCS.
Kninnaminuay ¢ocdar, mo MICTUTbCS y Tpemapari Ta 3aCTOCOBYEThCS BariHaJIbHO, MOXeE
BCMOKTYBATHCA y KUIBKOCTI, JOCTAaTHIH JUIsI PO3BUTKY CUCTEMHHX €(DEKTiB.

VY Bumajky nepeso3yBaHHs MOKa3aHe 3aCTOCYBAHHS 3arajJbHOr0 CUMITOMATUYHOTO 1 MiATPUMYIOUYOTO
JKyBaHHS, SIKIIO HEOOX1THO.

[Tpu BunankoBOMY NMpHIIOMI Mpemnapary BHYTPIIIHbO MOXKJIMBE BUHUKHEHHs €()eKTiB, MOPIBHIHHUX 3
eeKTaMu BiJ] TePareBTUYHUX KOHIICHTPALil KIIHIAMIIMHY Y BUIIAKy I€POPaIHHOI0 3aCTOCYBaHHS.
Ho6iuni peakuii.

Ingpexyii ma insasii: TpuOKOBI 1H(EKNiT, iH(peKLii, CIPUUNHEH] KaHJUIaMH.

3 60Ky Hep60soi cucmemu.: TOTOBHUH O1Mb.

3 60Ky WIYHKOBO-KUWIKOB020 —mpakmy: OuUTb 'y IKUBOTi, Jiapes, HyJIOTa, OJIIOBaHHS,
MICEBJIOMEMOPAHO3HUN KOTIT™.

3 6oy wikipu ma niowKipHoi mxanunu: cBepOiX (HE B MiCIIl 3aCTOCYBAaHHSI), BUCHIIAHHS.

3 60Ky onopHo-pyx06020 anapamy ma cnoiy4Hoi mxanunu: Oi71b 'y OOIIi.

3 60Ky HUpOK ma ceuo8UOiNLHOI cucmemu: TETOHEPPHUT, AU3YPIs.

3 6oxky cmamegux opeaHié ma MOJIOYHUX 3G103. BYJIbBOBATiHAIBHUM KaHAWI03, BYJIbBOBariHAJIbHHUNA
Oib, BYJBBOBAriHAJbHI MOPYILICHHS, BariHajdbHI 1H(EKIil, BariHaJbHI BHUIUICHHS, HOPYIICHHS
MEHCTPYaIbHOTO LIUKITY.

3acanvhi poznadu ma nopyuieHHs y micyi 66edenHs: OUTb y MICII 3aCTOCYBaHHS, CBEpODXK (y mici
3aCTOCYBaHHS), MIiCLIEBUI1 HAOPSK, O1Ib, rapsyKa.




*[IceBnOMEeMOpaHO3HMI KOJIT — L€ SIBUIIE, XapaKTEepHE Ul BChOTO KiIacy aHTHOAKTepiaJbHUX 3ac00iB.

Ilosioomnenns npo nido3prosani Hebaxicani peaxkyii.

Jly’ke BayKJIMBO MOBIJOMJISITH PO Mi03proBaHi Heba)kaHi peakiii micist peecTpallii JiKapchbKoro 3acooy.
L1e 3abe3neuye MOCTIMHNI MOHITOPUHT CIIBBI1IHOIIEHHS KOPUCTI Ta PU3HKY 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y.

Tepmin npuoammuocmi.

2 poku.

YMoBHu 30epiranus.

30epiraTy B OpUriHAIbHIN YIIAKOBII MpH Temrneparypi He Buie 25 °C.

30epiratu y HEJJOCTYITHOMY IS IiTEH MiCITi.

Ynakoska.

ITo 3 cynozutopii y crpumi. ITo 1 cTpuny y KapTOHHI# ynakoBIi.

Kareropis Bigmycky.

3a pelenTtom.

Bupoonuk.

KYCYM XEJITXKEP IIBT JITH/

KUSUM HEALTHCARE PVT LTD.

Micue3HaxoqkeHHs] BUPOOHUKA TAa agpeca Micusi MPOBAKeHHsI HOro NislJIbHOCTI.
CII-289 (A), PIIKO Inmactpian apea, Yonanki, bxiBaxi, [ict. AnBap (Pamkacran), [uais/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.



