IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

OANALMH L, ®OCDHAT
(DALACIN C PHOSPHATE)

Cknag:

Aitoya peyosuHa: clindamycin;

1 M1 po34MHY MICTUTL KNiH4amiumHy docgaty 150 mr (BignoBsigae OCHOBI KNiHAAMILMHY);
[ONOMI>KHI PeYOBUHW: CMPT BEH3MN0BMIA, ANHATPIKO eAeTaT, Boda ANs iH’EKLLIN.

NikapcbKa thopma. Po3unH Ans iH’eKLiiA.

OCHOBHI (pi3nMKO-XiMiYHi BNacTMUBOCTI: NPo30opuii 6e36apBHUIN PO3UMH.

dapmakoTepaneBTUYHa rpyna. AHTMOaKTepiabHI 3aC06U A/19 CUCTEMHOI O 3aCTOCYBaHHSA. Makponign, niHko3amign Ta ctpentorpaminn. Kog ATX JO1F FOL.

dapmMakosoriyHi BnacTmBOCTI.

PapmakognHamika.

[itouoro peyosuHoto npenapaTy danaumH L, docdat € KniHgaMiumH — HaniBCUHTETUYHUIA aHTUGIOTUK, L0 CUHTE3YETLCA 3 NIHKOMILMHY LUASAXOM 3aMilLeHHs 7-
(R)-rigpokcunbHOT rpynu  7-(S)-xnoporpynoto.

MexaHi3Mm fii.
KniHgamiymH 38°a3yeTbesa 3 cyboamHuuero 50S 6akTepiasibHOT pubocoMm Ta NPUrHivye CUHTE3 Ginka.

KniHgamiymH MoXe YUHUTY 6akTepuumaHy abo 6akTepiocTaTUYHY Ait0 3a/1eXHO Bif YyT/IMBOCTI OpraHiaMy Ta KOHLEeHTpaLiT aHTUBIoTMKa.

MexaHi3Mn pe3NCTEHTHOCTI.

MiX KAiHAAMILUMHOM i NHKOMIUMHOM iCHYE MOBHAa NepexpecHa Pe3vCTEHTHICTb. Pe3NCTEHTHICTb Y CTadifIoKOKIB i CTPENTOKOKIB HailyacTille BUHMKAE 4epes
MeTUMIOBaHHSA creyundiyHmx Hykneotugis y PHK 23S pubocomanbHOi cyboamHuui 50S, fka MOXe BU3HAUMTU MEPEXPECHY PE3UCTEHTHICTb 40 MakponigiB i
cTpenTtorpamiHis B (dpeHotun MLSg). Pe3nCTEHTHI fO MaKpOiAiB i3019TW LUX OpraHi3aMiB HeoOXiLHO NepeBipATN Ha IHAYKOBaHY Pe3UCTEHTHICTb 40 NIHKOMILWHY
/KniHgamiymHy 3a gonomoroto D-TecTy.

LLitamn Saphylococcus aureus, 4yTamnBi 40 METULUAIHY, 3a3BMYald BUABNAKOTL YYTAMBICTb 40 KNiHAaMiuuHy. KniHaaMiuuH Mae 3HauHy aKTUBHICTb WOA0 BEMKOT
KINIbKICTb LUITaMiB PE3UCTEHTHUX A0 MeTUUmMNiHy cTtadinokokis (MRSA). MNpoTe 3a HaABHOCTI 3HAYHOT KiIbKOCTI Pe3UCTEHTHUX A0 KniHgamiumHy MRSA-wTamis
BUK/THOYAETLCA MOX/MBICTb 3aCTOCYBaHHA LIbOro npenapaty AN NiKyBaHHA iH(EKLi, CNPUYMHEHNX LMW OpraHisMamu, 6e3 NpoBeAeHHS TECTiB Ha YYT/IMBICTb.
In vitro aesKi pe3vCTeHTHI 40 epUTPOMILMHY LWTaMK CTag)ifIOKOKIB BifJHOCHO LUBMAKO HabyBatOTb PE3NCTEHTHOCTI 40 K/IHAAMILMHY.

Hwykuye HaBeieHO 3a3BUYail Pe3NCTEHTHI MiIKPOOpraHi3Mu:

- aepoO6Hi rpamHeraTuBHI 6auunnu;

- Enterococcus faecalis,

- Buan Nocardia;




- Neisseria meningitidis;

- wrtamm Haemophilus influenzae (y MicLeBOCTI, fje YaCTOH € PE3NCTEHTHICTb [0 aHTUOIOTUKIBY).

["paHWYHi 3HAYEHHS.

Hwuykue HaBefleHO rpaHMyHI 3Ha4YEHHS Yy TAMBOCTI A0 KNiHAAMILMHY 3rigHO 3 Knacugikalieto €BponencbKoro KOMITETY 3 TECTYBaHHS YyT/IMBOCTI A0 aHTUMIKPOOGHNX
npenapatis (EUCAST) Big 2014 poky.

- Bugn Saphylococcus: uytnmsi < 0,25 Mr/n, peancteHTHi > 0,5 mr/n.

- M'pynu Sreptococcus A, B, C, G: uyTtnmsi < 0,5 mr/n, peaucteHTHi > 0,5 mr/n.

- Streptococcus pneumoniae: vyTamei < 0,5 Mr/n, pesucteHTHi > 0,5 mr/n.

- AHaepoO6Hi rpamno3nTmBHI MikpoopraHiamu (3a BuHaTKom Clostridium difficile): uytnmsi < 4 mr/n, pe3sncTeHTHi > 4 mr/n.

- AHaepoO6Hi rpaMHeraTMBHI MIKPOOPraHi3mMu: YyTavBi < 4 Mr/n, pe3uCTeHTHI > 4 mr/n.

[MoLNPEHICTb HABYTOT PE3UCTEHTHOCTI.

MowmpeHicTb HabyTOl Pe3UCTEHTHOCTI AN1A OKPeMUX BUAIB MOXe BapitoBaTUCA 3a/1eXXHO Bif MICLEBOCTI Ta 3 4acOM, TOMY PEKOMEHAYETbLCA OTPMMATK MICLEBY
iH(hopmaLito MPO PE3UCTEHTHICTb, 0CO6MBO B pasi NliKyBaHHS THKKMX iH(eKLUi. 3a noTpebu cnif 3BepHYTUCS 3a MOpafor A0 eKcnepTa, AKWO NOLUMPEHICTb
PE3VNCTEHTHOCTI B MEBHI MICLEBOCTI [0CArae Takmx Po3MipiB, WO AOLiNbHICTL 3aCTOCYBaHHA Mnpenapaty NpUHaiMHI Npu AesKUX Tunax iHheKUiid cTaBUTbCs Nifg
CYMHiB. 30Kpema, peKOMeHAYETbCA BUKOHYBATU MIiKPO6IiONoriyHy AiarHOCTMKY 3 Bepudikalieto 30yAHMKa Ta KOro YyTaMBOCTI A0 NiIHKOMIUMHY/KNIHAAMILWHY npu
TSXKKMX IHPEKLifX a60 HeeeKTMBHOCTI Tepanii.

Hwuxye HaBeAeHO faHi Ans KniHAaMILUHY, LWo 6a3yTbCA Ha EBPONENCHKMX MOHITOPUHIOBUX AOCHimKeHHsX y 2013 pou.

3a3Buyali YyTMBI OpraHiaMu.

- Aepo6Hi rpamno3nT1BHI MIKPOOPraHi3mu:

Actinomyces isradliig;

Saphylococcus aureus (4yTIMBUIA L0 METULUAIHY);

Sreptococcus agalactiae;

CTPenTOKOKM rpynu Viridans.

- AHaepoO6Hi MiKpoopraHi3mu:

B1an Bacteroides? (3a BUHATKOM B. fragilis);

Bnan Fusobacteriumg;

BMAN Peptococcus?;

Bnam Prevotella;

Buam Veillonell&

- IHWi MikpoopraHismu:

Chlamydia trachomatis®

Clamydophila pneumoniag&

Gardnerellavaginalis?;

Mycoplasma hominis2.

MiKpoopraHi3amun, HabyTa Pe3UCTEHTHICTb KMUX MOXE CIPUYNHATI NPo6aEMM.

- Aepo6Hi rpamno3nT1BHI MIKPOOPraHi3mu:

Staphyl ococcus aureus (Pe3vCTEHTHIA 10 METULMIHY)P;




Staphylococcus epider midi so;

Staphylococcus haemolyticus;

Saphylococcus hominis,

Sreptococcus pneumoniae (Y AesiKUX eBPOMNENCbKUX KpaiHaxX piBeHb Pe3NCTEHTHOCTI 2049 %).
- Aepo6Hi rpaMHeraTviBHi MIKpOOPraHi3mu:

Moraxella catarrhalisC.

- AHaepoO6Hi MiKpoopraHi3mu:

Bacteroidesfragilis,

Clostridium perfringens (BuLLi piBHi pe3ucTeHTHOCTI B IcnaHii (10-20 %));
Bnan Peptostreptococcus (BuLLi piBHI pe3ncTeHTHOCTI B IcnaHii (10-20 %));
B1au Propionibacterium

pnpoaHO PE3NCTEHTHI MIKPOOPraHi3aMu.

- Aepo6Hi rpaMno3NTUBHI MiKpPOOPraHi3Mu:

BMAn Enterococcus,

Listeria monocytogenes.

- Aepo6Hi rpaMmHeraT1BHI MiKpoOpraHi3Mu:

Escherichia coli;

Bnam Klebsiela;

Neisseria gonorrhoeae;

Pseudomonas aer uginosa.

- AHaepo6Hi MiKpoopraHi3mu:

Clostridium difficile.

- IHWi MiKpoopraHiamu:

Mycoplasma pneumoniae;

Ureaplasma ureal yticum.

aOHoBneHa iH(opMaLjis He A0CTYMHa.

b LLLoHaliMeHLLIe B 0O[JHOMY €BPONENCLKOMY PErioHi 3apeecTpoBaHO piBeHb PE3NCTEHTHOCTI NoHag 50 %.

C BinbLUicTb i30M1ATiB MaOTh NPUPOAHO NPOMIDKHY PE3UCTEHTHICTb.

Byno NpogeMoHCTPOBaHO aHTaroOHICTUYHY Ait0 MK KNiHAAMILVHOM, EPUTPOMILMHOM i 61M3bKMMM 3a XiMIYHMM CK1afoM Makponigamu. He 6yno npoLeMOHCTPOBaHO
aHTaroHICTUYHOI A4iT MiXK KNiHAAMILMHOM i NeHIuuAiHamu.

He3saxkatoun Ha Te, WO KNiHAAMIUMHY TigpoXnopua akTUBHWIA in Vivo Ta in vitro, KniHgamiumHy gocdart i KniHgamiumMHy nanbmiTaT HeakKTUBHI in vitro. MpoTe
06unaBiI CNONYKM LIBUAKO Tifpoi3yoTbCs in Vivo 40 aKTUBHOT OCHOBW.

PapmakoKiHeTuKa.

Abcopbuis.

Uepe3 1-3 roAmHu nicnsg BHYTPILHbOM’A30B0i iH’eKLiT 600 Mr KniHAamiumHy ¢ocgaTy NikoBuiA piBeHb KAiHAAMILMHY B CMpOBaTLi KPOBI CTaHOBMB 9 MKr/mA. Mig
KiHelb BHYTPILLHbOBEHHOI iHY3iT 300 mr npoTsarom 10 xB i 600 mr npoTsarom 20 XB BiANOBIAHO 6YNM AOCATHYTI NiKOBI PiBHI B cMpoBaTLi KpoBi 7 MKr/mn i 10 MKr



/Mn Bi4NOBIAHO.

Y T1abnuui 1 HaBeAeHO cepefHi PiBHI KniHAamiumMHy ¢octaTy B cMpoBaTLi KPOBI Micis MOro 3actocyBaHHA. PiBHI KiHAaMiLMHY B CMpOBATLi KPOBI MOXYTb
YTPUMYBATUCA BULLE MiHIMANIbHUX iHFiBYoUnx KoHUeHTpayin (MIK) in vitro gns HaibinbLy YyTAMBKX OPraHiamis, KON KNiHAAMILMHY (ocdaT 3aCTOCOBYHOTb KOXHI

8-12 roguH gopocimm abo KOXHi

6-8 roavH AiTAM LWNSXOM 6e3nepepBHOI BHYTPILLHLOBEHHOT iHDY3ii. KOHUEeHTpaLii piBHOBaXXHOI0 CTaHy A0CAratoTbCs Nicns TPeTbOI A03N.

[o3a KniHgamiynH, MKr KniHgamiumHy tocdar,
/Mn MKr/Mn
J[lopocni (nicns LOCATHEHHSI PIBHOBaXXHOI0 CTaHy)
300 mr B/B npoTtArom 10 XB KOXHi 8 roguH 7 15
600 mr B/B npoTsirom 20 XB KOXKHI 8 roavH 10 23
600 mr B/B npoTsirom 30 XB KOXKHI 6 roavH 10,9
600 mr B/B npoTarom 30 XB KOXHi 8 roguH 10,8
900 mr B/B npoTarom 30 XB KOXHi 8 roguH 14,1
900 mr B/B npoTarom 30 XB KOXHi 12 roauH 11 29
1200 mr B/B nNpoTsArom 45 xB KOXHi 12 rogunH 14 49
300 mr B/M KOXHIi 8 rognH 6 3
600 mr B/M KOXHIi 12 roguH 9 3

Tabnuuda 1



LiTn (nepwa fo3a)?l

5-7 mr/kr B/B npoTArom 1 rognHu 10
3—6 Mr/Kr B/m 4
5-7 Mmr/Kr B/m 8

1 MayieHTn gaHoT rpynm NPOXoAWM NiKyBaHHS HasgBHMX TH(EKLIN.

Po3nogis.
3B’A3yBaHHA 3 6iflkamu cTaHoBUTL 40-90 % Bif 3aCTOCOBAHOI A03u. [MpKn NepopasibHOMY 3aCTOCYBaHHI HAKOMUYEHHS He CrocTepiranocs.

KniHaamiumH nerko NpoHuMKae y GinbLUICTb PIAVH | TKAHWMH OpraHiamy. Y KIiCTKOBI/ TKaHMHI KOHLEHTpaLis npenapaty cTaHOBUTb npu6amsHo 40 % (20-75 %) Bifg
[OCArHYTOro PiBHA B CUPOBATLi KPOBI; Y rpyaHoMy mMonoui matepi — 50-100 %; y cuHoBianbHin piguHi — 50 %; y MokpoTi — 30—75 %; y nepuTOHeaNbHil piguHi —
50 %; y Kposi nnoga — 40 %; y rHoi — 30 %; y nneBpasbHin pignHi — 50-90 %. MNpoTe KNiHAAMILWH He NPOHMKAE Y CMMHHOMO3KOBY PifMHY, HaBiTb Y pa3i MEHIHTITY.
BioTpaHcdopmauis.

Mepiof HaniBBMBEAEHHS KNiHAAMILWHY CTaHOBUTb NPuban3HO 1%2—3% roamHu. Lleli yac € geuio 6inbluyM y nauieHTIiB 3i 3HAYHO 3HMKEHOK (DYHKLIE MeYviHKM abo
HUPOK. MpoTe KOPUryBaTV PEXMNM [03YBaHHA B pasi MopyLleHb PYHKLIT NeYiHK1 abo HUPOK CepeHbOro CTyMNeHs TSXXKOCTI He chif,.

KniHgamilumH BiAHOCHO IHTEHCUBHO MeTaboNi3yeThbCA.

JocnifpKeHHs in vitro B MIKpOCOMax MeYiHKN Ta KULWEYHWKY NHOAMHW MoKasanu, Wo KniHAaMiuuH nepeBaxkHO okncntoeTbed CY P3A4, 3a HesHauHOT yyacTi CY P3AS5,
3 YTBOPEHHSM KNiHAAMILMHY CyNbgoKcuay Ta ApyropsgHoro Metabonity N-gecmMeTunkniHagamiumHy.

BuBefeHHS.

BueefeHHa ctaHoBUTL 10-20 % i3 ceyeto i Npm6/M3HO 4 % 3 KanoM Y MiKpo6ionoriyHo akTuBHIM (hopMi. PeluTa BUBOAUTLCA Y BUMNAAI 6i0N0MNYHO HEAKTUBHUX
MeTaboniTiB.

BrBeeHHSA nepeBaXkHO Bif0YBAETLCA 3 XKOBUHO Ta Kas/loM.

KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

KniHgamiumH nokasaHuin ans NikyBaHHA TXKKUX THEKUiN, CIPUYMHEHMX YYTAIMBMMM A0 HbOrO LUTaMaMu rpaMno3nTUBHMX aepobHMX MIKPOOpraHi3miB, Taknx siK
CTPENTOKOKU, MHEBMOKOKM Ta CTadi/IOKOKKM, abo YyTIMBUMM aHaepobHMMK 6akTepigMu (AVB. po3ain «PapmMakoLMHaMIKa).

- IH(heKUiT BEPXHIX AUXaNbHUX LWNAXIB: XPOHIYHWIA CUHYCUT, CNPUYMHEHMIA aHaepOOHMMM WTamamn. KniHgamiumH MOXKHa 3aCTOCOBYBATW AN NiKYBaHHS AeSKUX
BUNAAKIB XPOHIYHOr0 rHIMHOIO CepefiHbOro OTUTY abo AK AOMOMiXHY Tepanito B KOMOIHaLiT 3 aHTMGIOTMKaMKM, aKTUBHUMW NPOTU aepoBHUX rpaMHeraTuBHUX
MiKpoopraHi3miB. [oka3aHHsA He NOLIMPIOETLCA Ha IH(eKLiT, cnpuunHeHi H. influenzae (ovB. po3gin «PapmMakonoriyHi BNaCTMBOCTI»). KniHAaMILMH MOXHA TakoX
3aCTOCOBYBATM A4/19 NiKYBaHHS PeunanBiB (hapuHroTOH3UAITY.

- [H(beKUiT HAXHIX AMXaNTbHUX LUNAXIB, BKIKOYAH0UN iH(EKLiHE 3aroCTPEHHS XPOHIYHOIo OPOHXITY Ta MHEBMOHIT.

- TSOKKI TH(heKLiT LWKIPY Ta M’AKUX TKaHWH, CIPUYUHEH]T Yy T/IMBMMU MIKPOOPraHi3Mamu.

- IHdpeKUiT KICTOK i cyrno6is, BKNKOYAKOUM OCTEOMIENIT | CENTUYHUIA apTPUT.

- TsOKKi FIHEKONOriyHiI iH(EeKLIT, BK/IOYaOUM 3anasibHi 3aXBOPHOBAHHA OpraHis Masioro Tasa. MoHOTepanito KAiHAAMILVHOM TakoX MOXKHa 3aCTOCOBYBaTU Mpu
uepsiyuTax, cnpnunHeHmx Chlamydia trachomatis.

- BHYTpiLLHbOYepeBHI iH(eKLiT, BKIOYaoUy NepUToHITM Ta abaoMiHabHI abeLecy.

- CenTuuemis Ta eHAOKapAuT. B okpeMux Bunagkax centuuemii Ta/abo eHLoKapaMTY, CNPUYMHEHNX YYTIMBUMU MIKPOOPraHisMamu, OTPUMaHO HasleXHy BiANOBiAb
Ha KniHgamiuuH. MNpoTe ans nikyBaHHA LUX IH(eKL i nepeBaXKHO 3aCTOCOBYHOTb OaKTepULIMAHI NpenapaTu.



- CToMaTonoriyHi iHtheKL i, BKIHOYakoum NepiogoHTalbHMM abCLec | NepiogoHTUT.

- TokconnasmoBuin eHuedaniT y xsopux Ha CHIZ. MNauieHTam i3 HernepeHOCUMICTIO CTaH4APTHOrO NiKyBaHHA KiHAAMILWH MOXHa 3aCTOCOBYBaTW B KOMOIHaUii 3
nipyMeTaMiHOM.

- MHeBMOHifA, cnpuumMHeHa Pneumocystis jirovecii, y xBopux Ha CHIZ. TlauieHTam i3 HemnepeHOCUMICTIO CTaHZapPTHOrO NiKyBaHHA KNIHAAMIUMH MOXHa
3aCTOCOBYBATU B KOMGiHaLLiT 3 MpUMaxiHOM.

- TskKa manspis.

- MpoghinakTKa eHA0oKapANTY Y NaLieHTIB i3 aneprieto/rinepyyTanBICTIO 40 NEHILUIHY.

- MpoinakTnKa paHOBOT IHEKLIT MPKY onepaTUBHUX BTPYUaAHHAX Y AiNSHLI rofoBu Ta wui. KniHgamiumHy gocdaT, po3umHeHWiA y (i3ionorivHoMy po3vmHi, MOXHa
3aCTOCOBYBAaTW [J11 IHTpaonepaLiiHOro 3pOoLLEHHS XipyprivyHOT AiNAHKN.

- MonepemKeHHA MepUTOHITY Ta IHTpaabfoMiHa/IbHMX abcueciB nicns nepdopauii I NOCTTPaBMaTUYHOI KOHTaMiHauii npu O4HOYaCHOMY 3aCTOCyBaHHi 3
amiHOrNiKO3MAHUMU aHTMGIOTMKaMK (TeHTamiLMHOM abo TobpaMiLHOM).

AK | gna BCiX aHTUGIOTWMKIB, Meped MNPWU3HAYeHHAM KAiHAAMIUMHY HeobXifHO O3HalmoMUTMCA 3 iHGopMalietd LWOAO 3anobiraHHs BWMHWKHEHHIO MiCLEBOT
PE3NCTEHTHOCTI, a TAKOX 3 0iLliINHMMK peKOMeHaLi MU LWOoA0 NPU3HAYEHHS aHTUBIOTUKIB.

MpoTunokasaHHs.
inepuyTAMBICTb 4O AiOYOT PEHOBUHN, NIHKOMILMHY 260 LOMOMIKHUX PEYOBUH, 3a3HaYeHMX B po3aini «Cknag.
IH(heKUIAHNIA MEHIHTIT (MB. po3ain «OCco6MBOCTI 3aCTOCYBaHHS»).

B3aemogis 3 iHLLIMMW NiKapCbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

Byno npoeMoHCTPOBAHO aHTarOHICTUYHY fit0 MiX K/iHAAMILMHOM, epUTPOMILMHOM i 6/IM3bKMMU 38 XIMIYHUM CK1a40M Makpo/ligamu.

Byno BuABMEHO, WO KAIHAAMIUMH, SKWA BBOAATL LUISXOM iH’EKLiT, Mae BaCTMBOCTI  HEMPOMYCKYNISPHOrO 6/10KaTopa, WO MOXe MigCUNtoBaTh it iHLWKX
HEMPOMYCKYNApPHMX 6N0KaTOPIB y OpraHiami. ToMy KniHAamiuMH ciif 3 06epeXKHICTIO Npu3HavaTy nalieHTam, SKi 3aCTOCOBYHOTb Taki npenapatu, K BEKYPOHIl,
POKYPOHIiA, TeHTaMiuuH, panakypoHii (i3 marHiem) abo naHKypoHi. ByB onucaHWiA CUHEPriYHWA BMAMB IHWWX aHTMOIOTUKIB pa3oM i3 KAiHAaMiUMHOM Ha
HeMpOMYCKyNapHi 6/10kaTtopn. Yepes Lie 3aCTOCYBaHHS aHTUOIOTUKIB pa3om i3 M’A30BMMM peniakcaHTamu noTpebye 0cobnMBOT yBaru, OCKiflbKM CUHEprivyHa Ais
BHaC/iJOK Takoi KOMOIHaLIT MOXe CIpUUYMHATY BiNbLL FIM60KY M’A30BY pe/akcaLito Ta 3aTpYMyBaTU OfY>KaHHS.

KniHgamiumH metabonisyetbcs nepeBakHo CYP3A4 Ta meHwor Mipoto CYP3AS5 3 ¢opmyBaHHAM OCHOBHOrO MeTaboniTy KniHAaMIUWHY cynbgokcuay Ta
apyropsgHoro metabonity N-gecmetunkniHgamiuyHy. Tomy iHri6itopu CYP3A4 ta CYP3AS (Taki Ak puToHaBip, noniHasip, IHAWHABIP, KOBILMCTAT, KETOKOHA30/,
iITPaKoHa30/, BOPUKOHA30/1, N03aKOHA30/, KNapUTPOMILMH, TENITPOMILMH, FPenngpyToBuWiA CiK, Hetha3o40H) MOXYTb 3HMUXKYBATU KNipeHC KNiHAaMiLUHY, a iHAYKTopK
LUMX i300ePMEHTIB MOXYTb 36i/bLUYyBaTU KMAIPEHC KNiHAAMIUMHY. Y MPUCYTHOCTI NOTYXHUX iHAYKTOpiB CYP3A4, Taknx K pudamniuynH, cnif npoBoavTu
MOHITOPWHT 040 BTPaTV epeKTUBHOCTI.

JocnifpKeHHs in vitro NoKasytoTb, WO KNiHAamiumH He € iHrieitopom CYP1A2, CYP2C9, CYP2C19, CYP2EL a6o CYP2D6 i nuwe nomipHo iHrioye CY P3A4. Tomy
KMIHIYHO 3HauyLi B3aeMogil MK KniHAaMIiUMHOM Ta npenapataMu, WO MeTabonisytoTbcs ummmn CY P-thepMeHTamu, € MaOMMOBIPHUMM NpU IX OfHOYACHOMY
3aCTOCYBaHHi.

AHTaroHicTu BiTamiHy K.

MoBifoMnsnock NPO MiABULLEHI NOKA3HUKK Koarynsuii (npoTpoM6iHOBKIA Yac/ MiXKHapoAHe HOpMasiioBaHe CriBBiAHOLWEHHS) Ta/abo KpOBOTeYy Y NauieHTiB, AKi
3aCTOCOBYHOTb KNiHAAMILUMH Y KOMOIHaLiT 3 aHTaroHictamu BiTamiHy K (Hanpvknag 3 BapgapMHOM, aLleHOKyMaposiom Ta (payiHAioHOM). TOMy TakMM naujieHTam chij,
4acTo NPOBOAUTN MOHITOPUHT KOarynsi.




Oco6mMBOCTI 3aCTOCYBAHHS.
KniHpamiunHy cocthat He caif BBOAUTU LUNSAXOM BHYTPILUHLOBEHHOT BOMKOCHOT iH’EKLIT B HEPO3BEeAEHI thopMi. MNpenapaT cnif 3aCTOCOBYBATU LUNSXOM iHY3IT

NPOTSAroM NPUHANMHI

10-60 xBWAMH (AMB. po3ain «Cnoci6 3acToCyBaHHS Ta A03U»).

MoBigoMNAN0oCcs NPO TSHKKI peakUii rinepyyTAMBOCTI Yy NaLieHTIB, AKi OTPUMYBa/IN NiKyBaHHS KNiHAAMILMHOM, BK/OUYaKOUM CEPo3Hi peakuii 3 60Ky LLKIipK, Taki K
peakLis Ha NlikapcbKuin 3acib 3 eo3nHo®iNieto i cucteMHMu npossamu (DRESS-cuHApom), cuHapom CTiBeHca —[)KOHCOHa, TOKCUYHWIA enifepMasibHUA HEKPOi3 Ta
FOCTPUIA reHepanizoBaHWin eK3aHTEMATO3HWUIA NYCTYNb03. Y pasi BUHMKHEHHS! peakuii rinepyyTnnBoCTi abo Cepiio3HMX peakuili 3 60Ky LUKipU 3aCTOCYyBaHHS
KNiHAAMIUMHY CNig NPUNUHATIA Ta NPU3HAYUTI HaleXXKHe NiKyBaHHA (AMB. po3ainv «poTunokasaHHs» Ta «Mo6iuHi peakuii»).

Mpenapat JanauvH L docgat micTut 6eH3mn0Bmin cnnpt (9,45 mr/mn). BeH3UI0BUIA CIMPT MOXKE BUK/IMKATM aHatiNakToILHI peakLii.

BHYTpilWHb0BEHHE BBEAEHHS KOHCepBaHTa GEH3MMI0BOro CrMpPTY acoLitoBasiocs 3 PO3BUTKOM CEPMO3HUX MOBIYHMX peakuiil i NeTasbHUM HacnigKom y AiTew,
BK/1HOYAKOUN HOBOHAPOMKeHMX. Taki ABMLA XapaKTepu3yrTbCA MPUTHIYEHHAM LEeHTPasibHOT HEpBOBOI CUCTEMM, METaboNiYHMM auMAo30M, racniHr-AuxaHHAaM,
CepLIEBO-CYANHHOK HeOCTATHICTIO Ta remMaTonoriYHMMM aHoManissMmn (racniHr-cuHApoMm). | Xxoua 3BMyaiiHi TepaneBTUYHI 4031 LbOr0 /TIKapCbKOro 3ac06y MICTATb
GEH3MNOBUIA CMPT Y KiNbKOCTSX, WO 3HAYHO MEHLLI 3a KifIbKOCTi, NOB’s3aHi 3 PO3BUTKOM racrniHr-CUHAPOMY, MiHiManibHa KiNbKiCTb 6EH31I0BOr0 CrmpTy, 3a AKOI
MOXe 3’ABUTUCA TOKCUYHICTb, HeBigoma. Mpenapar cnif 3acTOCOBYBATM /IULLE 33 NOTPEOU, AKLLI0 HEMaE anbTepHaTUBHUX BapiaHTIB. auieHTaM i3 MopyLUeHHAM
(DYHKLIT NeYviHK1 abo HUPOK Be/WKi f03W NpenapaTty Cif npu3HavaTyi 3 06epeXKHICTIO Ta NepeBaXkHO 19 KOPOTKOCTPOKOBOI0 NIKYBaHHSA Yepe3 pu3nK HaKOMUYEHHS
Ta TOKCMYHOCTI (MeTaboniyHnii aumpaos). HefoHOLWeEHI HEMOB/ATA Ta HEMOB/ATA 3 HM3bKOK MAcok Tifa Npu HapopKeHHi MOXYTb OYTU 6ifibly CXUNbHUMU [0
PO3BUTKY TOKCMYHOCTI. He cnig 3acTocoByBaTW npenapatu, WO MIiCTATb GEH3MNOBMIA CNUPT, ANs NiKyBaHHS HEAOHOLIEHUX ab0 AOHOLUEHWX HOBOHAPOKEHWUX
HeMOB/NAT 6e3 HaraslbHOT NOTPe6U. BEH3MNOBUIA CIMPT MOXXE CIPUYMHUTI TOKCUYHI Ta aneprivHi peakuii y HEMOBNAT Ta fiTeil BIKOM A0 3 POKIB.

NikyBaHHA aHTMb6aKTepialbHUMK 3aco6amu MopyLUYe HOPMa/IbHWIA CKaf MiKpOghiopy TOBCTOMO KULLEYHWUKY, WO MPU3BOAUTL A0 HaaMipHoro pocty Clostridium
difficile. Mpo ue nosigomnsnocs nifg Yac 3aCTOCyBaHHS Maike BCiX aHTMOaKTepiasbHUX Mpenaparis, BKIOYaouM KniHgaMiumH. CTyniHb TSXKKOCTI Takoi peakuii
MO>XXe BapitoBaTy Bif nerkor giapei go netanbHoro Konity. C. difficile npogykye TokcuHu A i B, Wwo cnpuse po3suTKy fiapei, acouiosaHoi 3 Clostridium difficile, i €
FO/IOBHOK MPUYMHOIO PO3BUTKY acouiinoBaHoro 3 aHtubioTkom konity. LTtamm C. difficile, aki npofykytTb rinepToKCUH, CNPUYUHAIOTL MiABULLEHHS
3aXBOPHOBAHOCTI Ta NIETa/IbHOCTI, OCKINIbKN i IHPEKLIT MOXYTb 6YTN Pe3NCTEHTHUMMN [0 aHTUMIKPOGHOT Tepanii Ta MOXYTb NOTPebyBaTh NPOBEAEHHS KOEKTOMIl.
Lis hopma KoniTy XapakTepusyeTbCs CNabKok BOAAHUCTOI Aiapecto, WO MOXe NporpecysBatv [0 TSHKKOT XPOHIYHOI Aiapei, NenKouMTo3y, NPonacHULi Ta TSHKKUX
KONIK Y XXMBOTI, AKIi MOXYTb CYMNpPOBOKYBATUCA BUAINEHHAM KpPOBI ab0o civ3y. be3 npoBefeHHA MOAa/IbLLOrO /iKyBaHHA MOXE BUHWKHYTU MEPUTOHIT, LUOK i
TOKCUYHUIA MerakosioH. CnpuUYnHEHNn aHTUBIOTMKaMM KONIT MOXKEe BUHMKATKM Yepe3 2—3 TUXKHI MicNs 3aBepLUeHHs NiKyBaHHA KniHAamiunmHoM. HeobxifHO peTensHO
36upaT aHamHe3, OCKiflbKM MOBIAOMAANOCA NP0 BUMAAKW BUHWKHEHHSA Aiapei, crnpuunHeHol C. difficile, 6inbl HiDX 4Yepe3 ABa MmicsAui Micns 3acToCyBaHHS
aHTnbakTepiasibHMX 3aco0iB.

Y BCiX NauieHTIB i3 [iapeeto, WO BUHMKNA NICNSA 3aCTOCYBaHHA aHTUOIOTUKIB, HEOOXIAHO PO3rNAHYTU MOXIUBICTb BUHUKHEHHA diapel, cnpuunHeHol C. difficile.
BoHa MOXe nporpecysatu 4o KONiTy, BK/KOUYaKUM NceBAOMeMOPaHO3HNI KOMIT (AUB. po3ain «[o6iuHi peakwii»), 3i CTyrneHeM TSHXKOCTI Bij 1erkoro Ao netasibHoro.
Y pasi nigospu abo niaTBEpAKEHHS Aiapei, NOB’A3aHOI i3 3aCTOCYBaHHSIM aHTMOIOTMKIB, ab0 acoLiioBaHOrO 3 aHTUGIOTUKOM KOMITY MiKyBaHHS aHTUBIOTMKaMK,
BK/IOHAKOUN KNIHAAMILUH, CNif NPUNUHUTY Ta HEramHO BXXWUTK BIANOBIAHWX TepaneBTUYHUX 3aX0AiB. Y BUNaAKax cepefHbOl TSHKKOCTI Ta B TSHKKUX BUMAAKax Chif
PO3rNAHYTU MOX/MBICTb 3aCTOCYBaHHSA PIAWMH Ta €NeKTPONITIB, AOAATKOBOrO BBEAEHHSA OINKIB I NiKyBaHHS aHTUOaKTepialbHUMKU 3aco6amu, WO MarTb KNIHIYHY
e(heKTUBHICTb LOA0 NiKyBaHHA KoniTy, crnpuunmHeHoro Clostridium difficile. 3acobu, WO MPUrHiYyOTb NepUCTanbTUKy, Y LI cUTyauil NpoTMNOKa3saHi.
[iarHoCcTyBaHHS CMPUYMHEHOr0 aHTMOIOTMKAaMWM KONITY, SIK NPaBUIo, PYHTYETLCS Ha KAIHIYHUX cuMmnTOMax. [iarHo3 MOXHa MiATBEPAUTM €HAOCKOMIE Ha
HasBHICTb NCeBAOMEMOPAHO3HOM0 KoMiTy abo BuasneHHAM Clostridium difficile Ta TOKCUHIB y Kani.

Heo6XiHO YHMKATM 3aCTOCYBaHHSA NiKapCbKMX 3aC00iB, fKi 3yMUHAOTL MEPUCTIbTUKY KULLEYHUKY.

KniHgamiumH cnif 06epexxHo npusHadaT ocobam i3 HassBHICTIO B aHaMHe3i LLYHKOBO-KMLLIKOBMX 3aXBOPIOBaHb, 30KpeMa KoMiTy. AcOoLilioBaHUiA 3 aHTUBIOTUKOM




KONIT i Aiapes BUHMKAIOTb YacTille Ta 'y B6i/ibLL TAXKKMX (hopMax Yy BUCHKEHUX MaLieHTIB Ta/abo y NauieHTIB NiTHLOrO BiKy.

OCKIifNIbKN KMiHAAMILMH He MPOHUKAE B HAMEXHIN KiNIbKOCTI A0 CMWMHHOMO3KOBOI PiAMHK, MOr0 He Chif 3acTOCOBYBaTW ANA NiKYBaHHA MEHIHTITY (4MB. po34in
«[TpOTUMNOKA3aHHSA»).

In vitro 6yn0 NPoAEeMOHCTPOBAHO, WO KNiHAAMIUMH Ta epUTPOMILMH MatoTb aHTarOHICTUYHY Ait0. Yepe3d MOXK/MBY KNiHIYHY 3HAYYLLICTb LbOro ABMLLIA iX He Chij
3aCTOCOBYBaTWN OAHOYACHO (AMB. po3ain «B3aeMogia 3 iIHWNMM NiKapCbKMMK 3ac06aMu Ta iHLWI BUAW B3aEMOLIN»).

Mpv TpuBanoMy MiKyBaHHI CNif MPOBOAUTM MEYIHKOBI Ta HAPKOBI (DYHKLIOHA/IbHI MPO6K.

3acTocyBaHHA KniHaaMiuuHy ochaTy MOXe CNPUYMHATIA HagMIPHWIA PICT HeYYTIMBMX OPraHi3MiB, 30KpeMa APiKIPKOBUX FPUOBIB.

KniHgamiumH, iMOBIpHO, Mae BNaCTUBOCTI HEMPOMYCKY/SIPHOIO 6/10KaTopa, WO MOXKe MiACUAOBATK [it0 iHLLIMX HEMPOMYCKYNAPHUX 6110KaTopis. ToMy KniHAamilUmH
cnif 3 06epeXxHICTIO Npu3HayvaTy NauieHTam, fKi 3aCTOCOBYKOTb Taki npenapaty (AvB. po3fin «B3aemogis 3 iHWWMK NMiKapCbKUMKU 3acob6aMn i iHLWI BUAK
B3aEMOLi»).

KniHgamiymHy gocart cif 3 06epexxHICTIO 3aCTOCOBYBATM NaLjieHTam i3 rinepyyTauBICTHO.

KniHgamiymH cnif 3 06epeXkHICTIO 3acTOCOBYBAaTW MauieHTaM i3 HMPKOBOKO Ta/abo MNeviHKOBOK HeLOCTATHICTHO TAXKKOrO CTYrMeHs, MOB’S3aHOK 3 THKKUMU
MeTaboNiYHUMK CcTaHamu. Y pasi noTpebu 3acToCyBaHHA BMCOKUX [03 CMif CTEXWUTW 3a PiBHEM KiHAAMILMHY B cuposatui KpoBi (AuB. po3gin «Crocib
3aCTOCYBaHHA Ta f03U»).

Llein nikapcbKuii 3aci6 MicTUTb MeHLe 1 mmonb (23 Mr)/ao3y HaTpito, TO6TO NPaKTUYHO BiflbHWIA Bif HATPItO.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.

BariTHicCTb.

[aHi nNpo 3acTocyBaHHA KAIHAAMILMHY BariTHUM XXiHKam B | TpuMecTpi BariTHOCTI € obmexeHumu. KniHgamiumMH NPOHMKae Kpi3b MAaueHTy. Y KNIHIYHUX
[OCNIIKEHHAX 3 Y4acTHO BariTHMX XXIHOK CUCTEMHe 3acTOCyBaHHA npenapaty JanauuH Ll docdat y nepiog I ta 1l TpumecTpiB BariTHOCTI He acoLitoBasiocs 3
NigBULLEHOI0 YaCTOTOK BPOMKEHUX aHOMasiin. JOCNifKeHHA Ha TBapuHax He MPOAEMOHCTPYBav ByAb-SKOro NpsiMoro abo HenpsaMoro LWKiAAMBOro BNAMBY Ha
PEnpPOAYKTUBHY (PYHKLIHO.

BeH3MI0BMIA CNWPT 34aTHUIA NPOHMKATK KPi3b NNaLeHTY (4MB. po3ain «OcobaMBOCTI 3aCTOCYBaHHS»).

AK nonepemxyBaibHUIA 3axif, NPOTArom | TPUMECTPY BariTHOCTI Kpalle YHMKAaTW 3acToCyBaHHA npenapaty fanauyuH L, docdar. MuTaHHA Npo 3acTOCyBaHHS
npenapaty y nepiog Il Ta Il TpumecTpiB BariTHOCTI MOXXe PO3rnA4aTVCS /TIKapeM Mic/f BCTAHOB/IEHHSA BiAMOBIAHOMO AiarHo3sy.

CogyBaHHSA rpyaao. KniHgamiumH y KoHueHTpauii 0,7-3,8 MKr/Mn BUSBAABCS Y TPYLHOMY MOJIOLI MaTepi npy nepopasibHOMY Ta napeHTepa/lbHOMY 3aCTOCYBaHHI.
Uepes MOX/IMBWIA PO3BUTOK CEPNO3HMX NOBIYHUX peakLiil y AiTei, siKi nepebyBat0Thb Ha rpyAHOMY BUrOL0BYBaHHI, KNiHAAMILMH He CAif 3aCTOCOBYBATU XiHKaM, AKi
rofyroTb rpyaato (4ne. po3ain «OcobnnBOCTI 3aCTOCYBaHHA»).

34aTHICTb BNAMBAT Ha WUBMAKICTb peakLii Nnpy KepyBaHHi aBTOTPaHCNOPTOM abo iHLIMMKU MeXaHi3mamu.
KniHgamiumH He BnimBae abo YHUTL HE3HAYHWIA BNMB Ha 34aTHICTb KepyBaTu TPaHCMOPTHUMU 3acobamu Ta NpawLoBaTy 3 iHWKXMKU MexaHi3MaMu.



Cniocib 3acTocyBaHHA Ta [03Mu.

03W.
Cnoci6 3acTocyBaHHA Ta A03M HeOOXigHO BM3HaA4yaTW 3a CTYMeHeM TSXKKOCTI iH(eKUil, cTaHOM nauieHTa Ta 4yT/MBICTIO MIKPOOPraHiamy, WO BUKINKAE
3aXBOPHOBAHHS.
KniHgamiumHy doctat npy BHYTPILLHLOM’130BOMY BBEIEHHI MOTPIGHO 3aCTOCOBYBATU HEPO3BEAEHNM.
Mepef BHYTPILUHBbOBEHHWM BBEAEHHAM KiHAAMILMHY ochaT HeobxigHO po3secTu (AvB. «Crocib 3acTocyBaHHA. P03BefeHHA Ta LWBMAKICTb THQY3IT And
BHYTPILLUHbOBEHHOI O BBEIEHHSA» HIKYE).
Jlopocni (BHY TPILLUHLOBEHHO ab0 BHYTPILLUHLOM’S130B0). [N1s1 NiKyBaHHSA BHYTPILUHbOYEPEBHNUX IHEKLINM, IHEKLIA OpraHiB Manoro Tasa B XIHOK Ta iHLMX TSHXKUX
iH(heKLin cTaHAapTHaA A060Ba Ao3a KniHAaMiumHy doctaTy cTaHoBUTb 2400-2700 Mmr (3a 2, 3 ab0 4 BBefjeHHS PiBHUMM J03aMK) i, SK NpaBusio, 3aCTOCOBYETLCS B
KOMGiHaUiT 3 MPUAHATHUM aHTUBIOTUKOM, aKTUBHUM LLOAO rPaMHEraTMBHUX aepobHNX MiKpPOOpraHi3MiB.
[N MeHW ycKNagHeHNX IH(eKUir, CNpUYnHeHNX Ginbll YyTAMBAMM MiKpOOpraHiaMamu, BifANoBigb Ha NiKyBaHHA MOXKe CNOCTepiraTuch Npu 3acTOCyBaHHI HUXKUMX
[03: 1200-1800 mr Ha o6y (3a 3 abo 4 BBeleHHA PIBHUMU A03aMK).
Jopocnmm ycnilwHo 3actocoByBasiv f03u Ao 4800 Mr Wo4eHHO.
3acTocyBaHHA pa30oBOT 403U BHYTPILLHLOM A30B0 NoHas 600 Mr He peKOMeH0BaHO.
JNikyBaHHA 3anafbHNUX 3axXBOPKOBaHb OPraHiB Manoro Tasza: KniHgamiumHy ¢ocgatr 900 Mr BHYTPILUHbOBEHHO KOXHI 8 roguH y KOMOiHaUiT 3 NPUAHATHUM
aHTUBIOTMKOM, aKTUBHMM LLIOAO rPaMHEraTMBHUX MiKpOOpraHiamiB (Hanpuknag reHTaMmiuyHom, 2 Mr/Kr nepluia aosa ta gani 1,5 Mr/kr KoxHi 8 roamH), nauieHTam i3
HOPMa/IbHOKO (PYHKLLIE HAPOK. Lie nikyBaHHA CAif NPOAOBXYBaTN NPUHANMHI 4 106W. 3 NOABOIO KNIHIYHUX 03HAK MOKPALLEHHS C/if NPOAOBXMUTY NiKYBaHHS LLe Ha
2 pobw. Oani cnig nepeinTty Ao NepopasibHOro 3aCTOCYBaHHA KiHAaMiLMHY rigpoxnopuay B fo3i 1800 Mr Ha o6y (3a Kifibka npuiiomiB) A0 3aKiHYeHHS MOBHOr0
KypCy NliKyBaHHS, L0 CTaHOBUTb 10-14 fi6.
[iTv Bikom Bif 1 Micsaus (BHY TPiLLHb0BEHHO ab0 BHY TPILLHLOM’A308B0). [Npenapart 3acTocoBYHOTh Y A03i 2040 Mr/Kr Ha 00y 3a 3 a60 4 BBeLleHHS PIBHUMM [03aMK).
3acTocyBaHHsA npenapaty AanauyuH Ll ®ocdaT aitsm Bikom A0 3 pOKiB MOKa3aHo TiflbKK Y pa3i HaraibHOI NoTpebu (amB. po3ain «OcobaMBOCTI 3aCTOCYBaHHS).
MayieH TN 3 NOPYLUEHHAM (YHKUIT HUPOK Ta/abo neviHky. Hemae HeoOXigHOCTI B KOPWUTryBaHHI J03M MauieHTam i3 NOpYyLUeHHAM (yYHKUiT HUPOK. emogianis i
NepuTOHeanbHWI diani3 HeeeKTUBHI ANt BUBEAEHHS KNiHAAMILMHY 3 KPOBI.
Y nauieHTiB i3 MOPYLUEHHAM (YHKLIT NeYiHKM cepefHbOro Ta TSXKKOro CTYMeHs CrnocTepiraBcs MOAOBXEHWI nepiof HaniBBMBEAEHHS KAiHAAMIUMHY. AKLLO
KNiHAaMILMH 3aCTOCOBYBATW KOXHI 8 rofivH, HaKOMMUYeHHS BUHUKAE B NOOAMHOKNX BUMaAKaxX. TOMY 3HUXKEHHSA [03M He BBAXXAETHCA 38 HEOOXIAHE.
[03yBaHHA Npu cneunpivyHMX NOKasaHHAX.
Tokconna3MoBuii eHLedaniT y xBopux Ha CHIZ,
HanaunH L, docdat cnif 3actocoByBaTi y f03i 600—1200 Mr KOXHi 6 roivH ynpoaoBX 2 TMXHIB, NoTiM — 300-600 Mr nepopasibHO Y BUMNAAI Kancy KOXHi 6 rofvH.
3a3BMyail NOBHMIN Kypc NiKyBaHHA TpuBae Bif 8 40 10 TWXKHIB. YNpoaoBX 8—10 TMXKHIB HEO6XiAHO 3aCTOCOBYBaTW NipMMeTaMiH MepopanbHO B A03i 25—75 Mr Ha
[06y. Pa3om i3 BUCOKMMK J03aMK NMipUMeTaMiHy Cnif 3aCTOCOBYBaTY (PO/TIEBY KUCMOTY B f03i 10-20 Mr Ha fo0y.
IMHeBMOHiS, cnpuynHeHa Pneumocystis jirovecii, y xsopux Ha CHIZ,.
MpenapaT 3aCTOCOBYHOTH LUISXOM BHYTPILLHbOBEHHOT iH(Y3ii B A03i 600-900 Mr KOXHi 6 rognH a6o 900 Mr KOXHi 8 roamMH npoTarom 21 oo B KoMmOGiHauii 3
npumaxiHoM y fo3i 15-30 mr Ha fo6y nepopasibHO YNpogoBX 21 1o6w.
Ts>KKa Mansapis.
[lopocni. FNIOKOHAT XiHIAWHY: HaBaHTaXyBa/lbHa [03a CTaHOBUTb 10 MI/Kr BHYTPILLUHLOBEHHO MPOTArom 1-2 roguH, notim — 0,02 mr/kr/xB, 6e3nepepBHa iHPY3id
MPOTArOM LLOHaMeHLe 24 rognHn (aNbTEPHATUBHUIA PeXMM [03YBaHHSA HaBeAeHWI B IHCTPYKUiT NS MeAMYHOro 3acTOCyBaHHS XiHiguHy). Konu wWinbHIiCTb
napasuTiB gocsarHe < 1% Ta nauieHT 3MOXKe 3aCTOCOBYBATM JIiKapChbKi 3ac06M NepopasibHO, HEOOXiAHO AOMOBHUTU NiKYBaHHS 3aCTOCYBaHHAM XiHiHY NepopasibHO Y
[03i, 3a3HayeHil BuLWe, Ta KNiHAAMIUMHY 418 NepopasibHOro 3acTocyBaHHA Y 403 20 Mr Aito4oi pevoBnHU/Kr/geHb (f03y po3f4ifeHo Ha 3 3aCTOCYBaHHS Ha AeHb




YMNPOAOBX 7 [HiB).

FAKLLO NauieHT He MOXe 3aCTOCOBYBATW NiKapCbKi 3aC00M MepopasibHo, CNif BBECTU HaBaHTaXyBa/lbHY 403y KNiHAAMILUHY, WO CTaHOBMTb 10 Mr fit04O0T PeYOBUHM
/K BHYTPILUHBbOBEHHO, MOTIM 5 Mr Ait040i PeYOBUHW/KI BHYTPILLHLOBEHHO KOXHI 8 roguH. Cnif yHMKATV LWBUAKOrO BHYTPILHL0BEHHOrO BBeAEeHHA. HeobxigHo
neperTy Ha nepopasibHe 3aCTOCYBaHHS KniHAaMiuuHy (403a Ans NepopasibHOro 3aCTOCyBaHHS HaBefeHa BULLE), K TiflbKW NaLieHT 3MOXe 3aCTOCOBYBATH NiKapCbKi
3aco6u nepopanbHo. Kypc flikyBaHHS TpuBae 7 AHiB.

[iTn. [IoKoHaT XiHIAWHY: Taka caMa [03a B MI/Kr Ta peKoMeHZauit, K 414 4opocaux, i KniHgamiuMH 419 nepopasibHOro 3actocyBaHHA: 20 Mr fit040T peyYOBUHN/KT
/neHb (fo3y po3fineHo Ha 3 3acTOCyBaHHS Ha A06y YNpoAoBX 7 AHIB). HAKLLO NauieHT He MOXKe 3aCTOCOBYBATW NiKapCbKi 3acobw nepopasibHO, BBOAUTYU
HaBaHTaXKyBa/IbHY [03Yy KniHAaMiumMHy 10 Mr Aitouoi pe4oBUHW/KT BHYTPILLHBLOBEHHO, a NOTIM 5 Mr Aito40T pe4OBUHW/KI BHYTPILLHLOBEHHO KOXKHI 8 rovH. YHUKATU
LUBWAKOIO BHYTPILUHbOBEHHOIO BBEAEHHSA. IMepeiTn Ha KniHAaMiuvH y BignoBiAHIA nikapcbKid opmi (nepopanbHa [03a, 3a3HayeHa BULLE), AK TilbKX NauieHT
3MOXKe 3aCTOCOBYBATM NiKapcbKi 3ac061 nepopanbHO. Kypc nikyBaHHSA TPUBAE 7 AHIB.

MpoginakTnKa eHAoKapAMTY y NaLieHTIB, Yy TAMBKX SO NEHILUNIHY.

AK anbTepHaTMBHe NiKyBaHHS, AKWO HeobXigHO napeHTepasibHe 3acTocyBaHHA: 600 Mr kKniHgamiuuMHy qocdgaTy BBOAMTU BHYTPILWHbOBEHHO 3a 1 roAvHy [0
npoueaypu.

MpodhinakTuKa iHeKLin npy XipypriyHnx BTPYYaHHAX Y AiNSHLI roN0BY Ta Lwui.

900 Mr kniHgamiumHy gocaty, po3unmHeHoro B 1000 M (i3ioNOriYHOrO PO34YMHY, 3aCTOCOBYBATM [ANS MPOMUBaHHS YPaXKEHOT AINSHKM Nif vac XipypriyHoro
BTPYYaHHA B AiNAHLI FON0BM Ta WIWT Nepes, 3aKpUTTAM paHu.

Cnocib 3aCTOCYBaHHA.

Po3BefleHHs Ta LWBUAKICTb IHY3iT Ans BHY TPILLHbOBEHHOIO BBEAEHHS.

KOHUeHTpauis KniHgamiuMHy B po3BeAeHOMY CTaHi He Mae nepesuLLyBaTy 18 Mr/ms, a WBUAKICTb iH(Y3ii He mMae nepesuysaT 30 Mr/xB (AMB. po3ain «MobiyHi
peakuii»). CTaHAapTHI 3HaYeHHS LUBUAKOCTI IHPY3ii HaBEAEHO HMXKYe:

[o3a KifnbKicTb po3unHHMKa | Yac BBeAEHHSA
300 mr | 50 mn 10 xB
600 mr | 50 mn 20 xB
900 mr | 100 mn 30 xB
1200 mr | 100 mn 40 xB

He pekomMeHLYyeTbCA NPOBOANTY BHYTPILLHBOBEHHI IH(Y3IT B f03aX, AKi nepeBuyoTb 1200 M Ha roauHy.
HeBuKopuCTaHWiA NikapcbKWiA npenapaT abo Bigxoam cnif yTunisysaTtu BiANoBigHO [0 MICLIEBMX BUMOT.

aiTn.

He 3acTOCOBYHOTb HEJOHOLLEHWM [iTSM Ta HOBOHAPOPKEHMM, OCKiNbKK danaumH L, docdat MicTUTb 6eH31N0BKIA cnvpT (AMB. po3ain «Oco6/MBOCTI 3aCTOCYBaHHS).
He 3acTocoByBaTy foBLUE 1 TXKHSA AITAM BIKOM 0 3 POKIB, AKLLO Ti/fIbKW NiKapeM He 6y/10 PeKOMeH0BaHO iHLLe.

Mg Yac 3acTocyBaHHS npenapaTy AiTaM (BiKoMm L0 16 pokiB) 6axaHO BECTU HasIeXHE CMOCTEPEXEHHS 3a (DYHKLIAMW OPraHiB Ta CUCTEM OpraHi3my.

Nepeno3yBaHHS.
TOKCUYHICTb KNiHAAMIUMHY He MoB’si3aHa 3 A03yBaHHAM. [lepefo3yBaHHS He CAPUYMHAE creuudivyHMx cuMmnToMmiB. emopgianis i neputoHeanbHWUiA Aianis
Hee(PeKTUBHI 4719 BUBEAEHHSA KNIHAAMILMHY 3 CUPOBATKMN KPOBI.



Mo6iyHiI peakuil.

Y CNUCKY HMKYe HaBefeHi NoGiYHI peakLil, BU3HaYeHi Y XOA4i KNiHIYHUX AOCNifKeHb Ta CNOCTepeXKeHb Micns BUXOAY npenapaTy Ha PUHOK, BiAMNOBIAHO [0 CUCTEMU
Knac-opraH i yactotu. Mo6iyHi peakuil, BU3HAYeHi Micna BUXOAY Npenaparty Ha PUHOK, MO3HaYeHi KypcMBOM. YacToTy BM3HAYEHO TaKMM YMHOM: AyXe 4acTo (= 1
/10), yacTo (= 1/100, < 1/10), HeyacTo (= 1/1000, < 1/100), pigko (= 1/10000, < 1/1000), ay>xe piako (< 1/10000) i yacToTa HeBigoma (He MOXe ByTW OLjiHeHa 3
[JOCTYMHUX AaHKX). Y MeXax KOXHOI rpynu 3a 4acTOTOK MOGIYHI peakuii NpeAcTaB/eHi B MOPALAKY 3HUXKEHHS CTYMNeHs X TEXKOCTI.

IHtheKUiT Ta iHBa3Il.

YacTo: Pseudomembranous colitis (auBe. po3gin «OcobnnBoCTi 3aCTOCYBaHHS»); KONIT, BUKNnKaHui Clostridium difficile.

UacToTa HeBifoMa: BariHaibHi iH(eKLi.

Po3naan 3 60Ky cMCTEMW KPOBI Ta NiMpaTUYHOT CUCTEMMN.

YacToTa HeBigoMa: eo3uHoMiNisa, arpaHynoLnTo3, HEMTPONeHid, TPOMOOLUMTOMNEHIs, NENKONEHIS.

Po3nasu 3 60Ky iMyHHOT CUCTEMU.

[yxe pifKo: aHaiNaKk TUYHWIA LLIOK.

UacToTa HeBifoMa: aHainakToIfHa peakLisa, aHadilak TUYHa peakuis, rinepyy TanBicTb. Po3naan 3 60Ky HepBOBOT CUCTEMMU.

HeuacTo: gucressis.

Po3naam 3 60Ky cepus.

HeuacTo: 3ynuHKa AnxaHHs Ta CepLeBol 4isNIbHOCTI* *,

Po3nasm 3 60Ky CYAWH.

UacTto: TpombotnebiT.

HeuvacTo: apTepiasibHa rinoTeHsis* *.

Po3nasm 3 60Ky LLTYHKOBO-KULIKOBOrO TPakTy.

HeuacTo: fiapes, HygoTa.

[y>Xe pifiKo: KONIT.

YacToTa HeBigoma: 6i/lb Y XXMBOTI, 6/1H0BaHHS.

Po3naau 3 60Ky renaTobiniapHol CUCTEMMU.

YacTo: BigXWNeHHs Bif, HOPMU MOKa3HUKIB QYHKLIT NeYiHKN.

YacToTa HeBifoMa: XKOBTAHULS.

Po3naay 3 60Ky LIKIpV Ta NigLWKIPHOT TKaHWHK.

YacTo: makynonanynbo3HWiA BUCKN.

HeuacTo: Kponue’sHKa, My/bTUOPMHa epuTeMa, CBepoiX.

UacToTa HeBifOMa: TOKCUYHWIA enifepmainbHUii Hekponi3, cuHapoM CTiBeHca — [I>KOHCOHA, MefuKaMeHTO3Ha peakuis 3 eo3nHO(iNield Ta CUCTEMHUMM
cumnToMamn (DRESS-CMHAPOM), aHriOHEBPOTUYHIUIA HABPSK, rOCTPWIA reHepanizoBaHWin ek3aHTeMaTO3HUIA NMyCTYNb03, eKCPoNiaTUBHUIA AepMaTUT, OYNbO3HNIA
AepMaTUT, KOPONoAi6HWiA BuCun.

3arasibHi po3naay Ta peakuii B MiCLLi BBEEHHS].

HeuacTo: 6inb*, abcuec*.

YacToTa HeBifoMa: nofApasHeHHs Y MicLi iH’eKLiT™.

*L1t0 peakLiito MOXHa 3BECTW 0 MIHIMYMY NP 3A4iACHEHHI BHYTPILUHBOM’A30BMX iH’ €KL FTMOOKO Ta YHUKAKUM TPUBAsIOT KaTeTepm3auii TIET caMol BEHMW.
**PigkicHI BUNafKu Oyiv 3apeecTpoBaHi Micng HafTo LWBUAKOTO BHYTPILLIHLOBEHHOI O BBEAEHHS (AMB. po3in «Cnocib 3aCTOCYBaHHA Ta f03W»).




Tepanito cnif NPUNUHATK, AKLWO Nif Yac HeT BUHMKaE fiapes.

Y pa3i BUHUKHEHHS TSXKKUX aHagiNakToiaHMX peakuii HeobXiaHO HeraHO BXXUTW 3aXO0fiB i3 3aCTOCYBaHHAM erniHedprHy (agpeHaniHy), KMCHIO Ta CTepoiais ans
BHYTPILLHbOBEHHOI0 3aCTOCYBaHHS. Y pa3i MoTpebu cnij 3acToCyBaTN MeXaHiuHYy BEHTUNALIIO0 flereHb, MOX/IMBO, LUNSAXOM iHTY6aLlil.

3acTocyBaHHs KniHAaMiuuHy ochaTy MOXe CNPUYMHATI HagMipHUIA PICT HEYYTIMBMX MIKPOOPraHi3miB, 30Kpema ApiKIKOBMX rpubis.

MoBiAOMNEHHSA NPO NiLO3PHOBaHI NOBIYHI peakuii.

Micna peecTpauii NikapCcbKOro 3acoby Ay»e BaXNMBO MOBIAOMASTM MPO Nif03poBaHi MOGiYHI peakuii. Lle gae 3mory npoBoauTn 6Ge3nepepBHUA MOHITOPUHT
CMiBBIAHOLLEHHA KOPUCTI i PU3KMKiB, NMOB’S3aHNX i3 3aCTOCYBaHHAM LibOr0 /1iKapCbKOro 3acoby. MeauyHmMm npawiBHMKam cnif 3BiTyBaTv Npo 6yab-aKi Migo3proBaHi
no6iYHi peakuii BIANOBIAHO 4O BMMOT 3aKOHOAABCTBA.

TepMiH NpUAATHOCTI. 2 POKMK.

YMOoBW 36epiraHHs.
36epiratu npu Temnepatypi He BuLLe 25 °C y HeJOCTYNHOMY ANA AiTeld MiCLi.

HecyMiCHICTb.
HwxkuesaszHayeHi npenapat (i3nYHO HeCyMICHI 3 PO3YMHOM KNiHAaMiuuHy ocaTy Ans iH’eKuii: amniyunid, (eHiToiH Hatpito, 6ap6iTypatun, amiHO®iniH,
INOKOHAT KaslbLLito, CyNbgaT MarHito, LeTprakcoH HaTpito Ta LmnpotIoKcaLuH.

CyMICHICTb.

Po3unHM KniHgamiumHy dochaty B 5% [eKCTpo3i Yy BOAI Ta B PO3YMHI HaTpito Xnopuay, A0 SKUX [0AaHO HaBefeHi HuKye aHTMOIOTUKM B CTaHAApPTHIN
KOHLIeHTpaLil, 3a/11LatoTbes CTabiNbHUMM NPOTAroM NpUHaiMHI 24 roAvH: amikauuHy cynbdaT, a3TpeoHaM, LethamaHony Hadgart, Ledas3oniH HaTpito, LedoTakcum
HaTpito, Le)OKCUTUH HATPItO, LieTasnanm HaTpito, LeTU30KCUM HATPItD, reHTamilUMHy CynbgaT, HeTUNMILMHY CynbgaT, ninepayunid i TobpamilmH.

CyMICHICTb i CTa6iNIbHICTb LMX CYMILLIEA MOXE 3MIHIOBATUCS 3a/1eXKHO Bif KOHLEHTpaLiT Ta iHLLIWX YMOB.

YnakoBKa.
Mo 2 mn abo no 4 mn po3umHy B amnyni. Mo 1 amnyniy 6nictepi (260 6e3 6nicTepa) B KAPpTOHHI KOPoOLi.

KaTeropis Bignycky. 3a peLenTom.

BupobHuK.
Mdparizep MeHtogekuypuHr benbria HB/
Pfizer Manufacturing Belgium NV.

Micue3HaxomkeHHSA BUPOOHMKaA Ta A0ro agpeca Micua NPoBagpKeHHS LisiNIbHOCTI.
Pelikcser 12, Myypc, 2870, benbris/
Rijksweg 12, Puurs, 2870, Belgium.



