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OBIAS XAPAKTEPHCTHKA JIEKAPCTBEHHOTIO IPETIAPATA

1. HAUMEHOBAHHE JIEKAPCTBEHHOI'O TTPETIAPATA

HaumenOBaHHE NCKAPCTBEHHOTO Npenapara; JAJIALIMH L1, 300 mr, xancynsl
MeRnyHApOIHOC HENATCHTOBAHHOS HAMMCHOBAHKE: KJIIMHAAMMLIMH /
CLINDAMYCIN HE B

2. KAYECTBEHHbBIA H KOJIMYECTBEHHBIN COCTAB 748 1 2020
/ 0 | -

Cocras; | Kancysna comepxet Oeucmeyiouee eewjecmeo: xamuaaMuumna 300 vr (8 dopme
KNAHHAGMMIMHA THAPOXIOPHAA).

Benomozamensnine Geuecmed, HaUNUe KOMOPsiX HAO0 YHUMBIEAmMs 6 COCMAGE REXAPCMBERRO20
npenapama; MOHOIHIPAT JAKTO3kL.

[Momee Nepevens BCIOMOraTeNbHbIX BEIIECTS IpUBEIeH B pasaene 6.1,
3. JEKAPCTBEHHASI ®OPMA
Kancynet

Onucanne

Trepnsie Henpospaynnie MeNaTHHORLIE Kancy el paimepa NoQ ¢ Hemoft xpuimxol H KoprycoM,
cofepxamue Oensii nopomox; Ha kancyiae Hawecew norotan «Pfizers wepuoro upera u xoa
«CLIN 300».

4. KIHHHYECKHE JAHHBIE

4.1. MMokazauus K NPUMCHCHHIO

[TporcxonaT u3 aHTHOAKTEPHANLHEIX H (HapMAKOXHHETHYECKHX XAPAKTEPHCTHK KIMHIAMMLIMHA M
OCHOBaHE! Ha JAHHBIX, MOSYHCHHHIX B XOAC KIMHHYSCKHMX HCCACAOBAHHH, NPOBEICHHBIX C
HCTIONBIOBAHMEM JAHHOIO JIEKAPCTBEHHOIO CPEJACTBA, & TAKKE HA Cr0 MOJMOKEHHHM CPEaM
EMEIOIIHXCA B HACTOANICE BpeMA aHTHOAKTEPHANBHEIX CPEJICTB. :

Jlevenne undexnnii:

KaunpnaMHUME NOKasaH ONA JIeYeHHS TOXENbX HWHOeKuMil, BHIBAHHEIX HYBCTBATEILHBIMM
MHKPOOPrasu3IMaMy, TAKHX KaK:
HHGEKIAN YXa, ITOTKH ¥ HOca

¢ Gporxonerovnsiec HHDEKIIHA

*  CTOMATONOrHYECKHE HHPEKIUH

¢ HHOEKIHH KOXH

*  HH{(EKIHH NONOBEIX OPranon

®  KOCTHO-CYCTaBHBIC HHOEKIHH

¢ mocheonepanHoHHEEe abIOMIHANRHBE HHpEKIMH

®  CenTHIEMHS
338 HCKTIOYEHHEM MEeHWHTeanbHBIX WHOEKuMH, fake ecnd OHH BLI3BAHEI YYBCTBHTCILHBIMH K
KMHHAAMHUNEY MHEKPCOPTAHHIMAMHE, MOCKOABKY JaMHBIH aHTHOMOTHK HE NPOHMKAcT B
CNMHHOMO3rOBYIO XHAKOCTE B TepanesTH9eckn MpdexTHRHON 03€.

11 KTHKA:
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lpodrnaxtika HHOEKUMOHHOrO IMAOKAPAMTA IPH CTOMATONOTHYECKHX BMELIATENSCTRAX W
BMCIIATE/ILCTBAX HA BEPXHMX JBIXATENLHbIX ITYTAX, BLITOMHASMBIX B aMOy/JaTOPHBIX YCNOBHAX, ¥
NAUHCHTOR ¢ anneprie Ha Oera-aKTaMHBIC AHTHOHOTHKH.

Crexyer npHEMMATs BO BHEMaHHe OQMUMANBHBIC DEKOMEHAAUMH N0  HALIEKALIEMY
HCNONB30BANKIO aHTHOAKTEPHANBLHEIX NpenapaTos.

4.2. Pewum po3uposanus u cnocob npuMeHeHHs

Pexunm posuposanus

Jevenne nudexunii;
Bapocusie: o 600 1o 2400 mr/cytru 8 2, 3 wiw 4 npuema.

Mpoprnakrura:
Bapocasie: 600 Mr BHYTPS 3a uac 20 NpoBeICHIS BMEIATENLCTRA.

Hemu

Hanauns Ll B kancynax e nogxomut ans npueMa y aeTefl, KoTopnie He cnocoGHBI NMPOrNMOTHTS
Kamncymmy UeIHKOM.

[lpumenenne kamcyn MoMeT OKasaThCA HE NOMXOASIIHM JUIS TeUeHHS aerefl, YUHTBIBAA
HCOOXOMMOCTE JOIHPOBAHHS B MIVKT,

Jewenne undexiymii:
Hetn crapwe 6 net: ot 8 1o 25 mMr/kr/cyTxn B 3-4 npuema,

HpodmaaxTara:
Hern crapwe 6 ner: 15 Mr/xr BHYTPE 3a Yac 10 NPOBE/IEHHA BMEIIaTeNLCTRA.

big AUUERMOE

1e CHTH
llepuon nonyssisenenys, 06sem pacipesenesins i KIIHPEHC, & TaKke crenens abcopbumn nocie
MPHEMA KITMHIAMHIHHA MMAPOXTOPHIA HE MEHAIOTCA ¥ NAUMWEHTOR CTAPIIEr0 BO3PACTA. AHATH3
ATHHBIX KITHHHYCCKHX HCCNCI0BAHAN HE NOKA3AN NOBRIMICHHA TOKCHIHOCTH NPeNapats,
CBA3AHHOIO C BO3PACTOM.

Hapywenue dymcmm nouvex/neyenn

Y NauHentTos ¢ HeAOCTATOMHOCTBIO PYHKIUMN NOYCK HIH TIEYeHH He TpefyeTca XOppeKIHHY 103k
KIHHAAMHIHAA.

Cn eH

[lpenapat npHERMAIOT BHY TP, He3ABHCHMO OT [IPHEMA [THILH, 3aNHBAs TIOMHEIM CTAKAHOM BOIEI,
[nma we pnuser Ha abeopbumo KIHHAAMHIHA.

4.3. Mporusonoxazanus

ManHs lekapcTBEHNBI npenapar IPOTHBONOKAIAHN:

¢ 0OpPH NOBBLILUCHHON YyBCTBHTENHLHOCTH X KINHAAMHUHHEY, JTHHKOMHLHHY HAH K mo0oMy H3
BCTOMOTATCABHEIX BEIICCTE, NEPEYHCNEHNRIX B pasaene 6, ] allepevent acnomozamensiuix
sewecma,

® JeTAM MAammne 6 net u3-3a JeKapeTReHRON (BOPMBI BEITYCKA; | | L0 6\ 111
RUMKH ARIA
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¢ KCHIIMHAM B NCPHOA TPYAHOrO BCKapMAHBAHHA (CM. pasnen 4.6 «@epmuibHocmb,
Depemennocmn u raxmayusy).

4.4. Ocobnie yKasanus 4 Mephi IPeIOCTOPOAHOCTH npy NpHMeHeRHl

Aumubuomur-ac ANHRT m

Pasgrwe  ncemnomemGpanozmoro konmra W AHTHOMOTHK-aCCOMMHPOBAHHOTO  KOJNHTA
HAOMOAANOCE TIPH  NpAMEHENHH GOTbIIKHCTEA AHTHOAKTECPHANBHBIX CPEACTE, BKIOYAS
KIHHAAMHUMH (oM. pasnen 4.8 «Heacenamensuwe peaxyuup)., CTeneHs TAKECTH MOXKET
BaPBHPOBATL OT JNETKOH 10 TAKENOH, NPeACTABNAIOMEH Yrpo3y MNf SKHIHK. [Moaromy,
HEOOXOZHMO PACCMATPHBATH BOIMOXHOCTH OCTAROBKY AHHOTO IHATHOA TP PA3BHTHH QHAPEH
BO BpeMA mAM nocie npuema moBoro anTHOMOTHKA. [IpH  pasBMTHH aHTHOHOTHK-
4CCOLIHHPOBAHAOrO KOTHT2 HEOOXOAHMO HEMEVICHHO OTMEHHTS NPHEM KIHHAAMALHEA H HAYATH
COOTBETCTBYIOLIEE Jieuenne, BXIowas cneuudirieckoe nevenne nporus Clostridium difficile.
Tlpumenenie neKapCTBEHHBIX CPEJICTE, CHIMAKOMIHX MOTOPHKY KHMIICHHHKA, B TAKOH CHTYalRH

NPOTHBONOKA3IAHO.

Cmeumenbi
HMeroTes cooblIenns 0 pasBHTHH TKeILIX PeakuMil runepuyBCTBHTENBHOCTH MPH NpHEME
TIPENApaTa, TakuX KaK JICKSPCTBEHHAA PEAKINA C 303MHOPHIHEH M CHCTEMHBIMH CHMITTOMAMH
(DRESS), cruapom Cruserca-[[xoncona, Toxcryeckuii SMHACPMANBHBI HCKPONH3 H OCTPLIX
FKIRHTCMATOINBIHA MyCTyne3. B cryyae pasBuTHA peakiiny runepIyBCTRHTENBHOCTH HIH THKC/OIN
KOKHOH peaxuun HeOOXONMMO HEMEICHHO OTMEHHTh NpPHEM KIHHIAMMIMHA  HAYaTh
CooTBETCTBYIOMES seuenne (cM. pasaen 4.3 «llpomusonoxazanusy B 4.8 «Hexceiamensuoie
peaxyuuy),

Crenyer c 0CTOPOKHOCTBIO NPHMEHATH KIHHAAMMUME Y NAlHEHTOB ¢ HANHYHEM B aHaMmuede
OPOHXHAITLHON ACTMEI MK ADYTHX THIOB anNepruy.

BOIHHKHOBEHNE reHepaIH30BaHHOMN IPHTEME] C THXOPAAKOH H MYCTYNE3HbIMH BRICHINAHHAMH B
Ha%ane JEHYCHHA MOKET CBHIETENLCTBOBATE O PA3BMTHH OCTPOTO TCHCPATHIOBAHKOIO
KIEMATO3HOrO myctynesa (cM. paen 4.8 «Hewcenamensuwie peaxyuun). B Taxom cay4ae
TEPANHI0  KTHHIAMHIHHOM ClENYeT [peKpaTdTs, H ero jajbHelimee nNpHMEHEHHE
MPOTHBONOKA3ZAHO.

Ie M mam b

[pn neserognolt HeaoCTATOYHOCTH OTMCHANOCH NOBLIICHHE KOHUEHTPAHE KIHHIAMHUHEA B
CEIBOPOTKE KPORH H YIUIMHCHHE IEPHOA IIONYBLIBCACHHAS.

B ciywae nposomxurensaol TCPANHK CICAYeT BRINOAHATE (PYHKIHOHAMBHEIE NPOOE! NEYEHH #
novex.

Penxo  coofmanock 06 OCTpOM mOpameHHM nouek, BKMOUAK OCTPYIO  [OYeYHYIO
HenocTaTourocTs, Criesyer paceMotpers HeoGxoauMocTs KOHTPONR (QyHKIMM TmOYeK y
NAUHEHTOB, € HApymleHHeM (YHKUMH TIOYeX WIH  OAHOBPEMEHHO MPHHAMAKOUIHX
HepoTOXCHYCCKHE NpenapaTy (oM. pazuen 4.8 « Heacenamensnme peaxyuuy).

ﬂMmlmge Jeyenug

AVMTENLHOE /IeHeHHE BOIMOXKHO NPOBOARTH TOMBKO NpH TWATEIRHOM KOHTPOJE NnoKajarenei
COmEro anaNM3a KPOBM, AKTHBHOCTH TICYEHOYHEIX (epMenTOB # (PyHKIHH NOYEK.

CONFJACOBAHO
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lMpumenenne aHTHOHOTHKOB, OCOGCHHO B TedeHHe MIHTENLHOIO BPEMEHH, CONPOBOMIACTCH
OABJICHHEM | CeexuHell MeHee qyBCTBHTEIbHEIX DakTepHit Han akTHBaumel pocta rpubKoBoi
thnopst. [pu paseuTHy cynepurbekiHN HeoGX0HMO HAYATE COOTBETCTRYHOLLICE JIEYEHHE.

He cregiyer HasHauaTh Mpenapar mis NeueHHs MENHHTHTA, TAK KAK KIHHIAMHLHE He NPOHUKACT
B ANCKBATHBIX KOHNCHTPALUMAX B UepeOpocHnanenyo xuakocTs (oM, pasaen 4.1 «fToxazanus x
NPUMEHEHUION),

Benoyozamensume gewecmea
JaHubift  nexapcTBeHMHLi npenapar comepAMT  makTody. [lauMenram ¢ PEAKHMH

HACAEACTBCHHBIMH 3a00EBAHHAMH, TAKHMH KAX HENEPCHOCHMOCTS FANaKkTo3b, Aeduimrom Lapp
MAKTA3Bl MM CHHAPOMOM MaibalcopOuHH rMOKO3LI-FANAKTO3B He CAeAyeT NPHHHMATE 10T

npenapar.

45. BsammozeHcTBHE ¢ APYrHMH JIeKapCTBEHHBIMM npenapaTaMid H JpPYrHé BHIbI
BIaHMoielicTBHS

Komnnaunun OpPENapaTos, OPHMEHEHHE KOTOPLIX TpelveT 0cTOPOKHOCTH:

+ Anraronncere BuTaMuna K:
YBerHuIHBACTCS NCHCTBHE AHTAIOHHCTOR BHTaMHHa K | PHCK KPOBOTCHCHHH.

Bonee wacrsiit mornToparr MHO. [ps HeoGxommocTs OTKOPPEKTHPOBATH 103y AHTHBHTAMHHA
K B0 Bpems Jle4eHNs KIHEAAMIIHEOM ¥ DOCAE NPEKPALIEHHS! JeYCHIA,

+ Jlexapersennbie MPeNapaThi MeCTHOro AeiicTBHS, NpHMEHsieMbie npu 3aboaeBaHHAX
HETYAOUHO-KHIMETHOT 0 TPAKTA, AHTANMALI 1 COPOEHTRI

JlexapcTBeHHEIE NpenapaThl MECTHOTO AeHCTRHA, NMpUMCHACMEIC TTPH 3a00NCBAHNAX KETYA0UHO-
kHuresHoro Tpakta (OKKT), akrueuposanHeii yrone M aHTamuas (COMM AMOMMREA, KATHIHS K
Marsus), B BHe MOHOTCPAITHH WK B KOMGHHALMN ¢ ATbrRHATAME, CHIXAIOT BeachiBanne B KKT
HEXOTOPBIX IPYTHX OZHOBPEMEHHO NPHHAMACMEIX 1EKaPCTBCHHEIX Npenaparos. JlekapcTaeHubIe
Ipenaparsl, B OTHOLICHHH KOTOPLIX HaOmOJanock CHHXeHHe Beacksanmug B KKT, skmodaor
ANCTHACATHUHAOBYIO KHCaoTY, Ha-Gnokatoper u nanconpason, GucdocdoHaTH, KATHOHHBIE
EMOITE]L, HEKOTOPHBIE KJACChl AHTHOHOTHKOB ((TOPXHHONOHE!, TCTPAUHKIHHEL, JTHHKOZAMH/B!) ¥
HEXOTOPEIE NPOTHBOTYGEPXYNE3HbBIE NPENapaThl, IPENAPaThl HANCPCTAHKH, TIIOKOKOPTHKOMIE!,
THPCOHIHBIC rOPMOHE!, HEAPONENTHKN PeHOTHAHHOROrO PAna, CYIBIHPHI, HEKOTOphie Dera-
APCHOBNOKATOPH, MCHHIMIIAMHH, HOHb! (xeneao, docdop, drop), xropoxun, yiunprcTan u
dexcodenanmn.

B xayecrse MepEl IpefoCTOPONKHOCTH PeKOMEHIYeTC COOMONATE MHTECPBAT MEXIY NPHEMOM
ICKAPCTRCHHBIX NPENAPATOB MECTHOIO ACHCTBHAA, NPUMCHSCMEIX NPH 3a001CBARNAX JKemyJ0THO-

KHIIEYHOrO TPAKTA, HIIM AHTALHIOB W NPYTHX NEKAPCTBEHHBIX MTPENapaTos (Mo BOIMOKHOCTH, HE
MEHee 2 4acoB).

+ Huknocnopun

CHixeHNe KOHUEeHTpanuy HMMYHOJCIIPECCAHTA B KPOBH, CBA34HHOC C PHCKOM TOTEpPH €ro
axTHBHOCTH. Cneayer ycumuts MOHHTOPHHI' KOHUCHTPALMAH IMKIOCTIOPHHA B XKPOBH H, NpH
HeOBXOAHMOCTH, YBEIHIHTE €10 103y,

+ Huayxtope uzodepmenta CYP3A4

Kmunnamuien npenmymectsenno mMeTabommnpyerca nocpeacraom niodepmenta CYP3A4 u 8
MeHbuicH crenenn wu3odepmenrom CYP3AS ¢ ofpasopanmen ocHosHoro meraGomira,
KITHHAAMAIHEA Cynb(oKcHaa, H BTOPOCTENEHHOr0 MeTaboARTa NeIeoMeTHIIHHARMHEIHHA.

|
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Tawum obpazom, uarubHTopsl u3odepmentoB CYP3A4 u CYP3AS MOryT cHHXAaTh KAHPEHC
KIHHIAMHIHEA, @ HHIYKTOPH 3THX H300epMeHTOB MOTYT MOBLIIATE KITHPEHC KIHIAaMHuHHE. B
MPHCYTCTBHH MOIIHEBIX HHAYKTOPOB H3odepmenTa CYP3A4, raknx kak pudamnuuun, Tpebyercs
MOHHTOPHHI COCTOSHHA NAUKCHTa HA MPEIMET CHHKCHHA 2D PEKTHBHOCTH TePanHy.

WecnepoBauns in vitro nokasanm, ¥To KNHEIAMHAUNE He wHrHOHpyeT niodepmentsr CYP1A2,
CYP2C9, CYP2C19, CYP2E] wan CYP2D6 n ymepenno unrubupyer usodepment CYPIA4,
Taxem ofpa3oM, MAnTOBEPOATHO KAMHWYCCKN 3IHAYMMOC B3AMMOACHCTBHE KIHHIAMHIMHA N
OJHOBPEMEHHO NPHHHMAEMBIX NPENAPATOB, KOTOPHIC MeTal0THIHPYIOTCA ITHMH IIHTOXPOMAMH.

+ Takpoaumyc

CHIKCHHC KOHUEHTPAUMH HMMYHOJENPECCAHTA B KPOBH, CBA3AHHOE C DHCKOM MOTEPH ero
axTHBHOCTH. Caedyer yCwImTh MOHHTODHHI KOHUEHTDALMM TAKPOTHMYCAa B KPOBH M, IpH
HEOOXOAMMOCTH, YBETHYHTE €ro J03Y.

HecKkHe npobaeMbl, CBAIAHH enenuamu MH

Y DNAWMEHTOB, NOMYYABUINX AHTHOMOTHKHM, OBUTH 3BPErHCTPHPOBAHEI CHYYAK TOBHILEHHAS
AKTHBHOCTH AHTAroHMCToB BHTaMuua K. Daxkrophl pHCKAa BKMIOYAIOT CTENEHbL THKECTH
HHQEKUHOHHOD MpONecea WK BOCHANEHMS, BO3PACT MAUHEHTa H oblee cocTostme. B Tarmnx
CUydasx CaA0KHO AHQQPEpeHIHPOBATE, YTO MMCHHO BHIZLBAST HiMeHenne MHO -
HHGEXUHOHHBIE Dpolece MM ero Jeyenwe. TeM He MeHee, LA HEKOTOPBIX KJIACCOB
aHTHOMOTHKOB (2 HMEHHO N% TOPXHHONOHOB, MAKPOITHIOE, TETPAIMKIHHOB, KOTPHMOKCA3ONA
H HEKOTOPBIX nedanocnopuHoB) aTo Gonee XapakTepHO, YeM A1 APYIuX.

4.6. PepTHALHOCTE, DepPeMEHHOCTD B JAKTALNMA

bepemennocms
B aMOpHO-heranbHeIX HECAE0BAHHAX TOKCHYHOCTH He BBISBNEHO, 33 HCKIIOYEHHEM clyqaes
MpHEMa B 103aX, TOKCHYHBIX JUIS MaTepH.

KanHaaMELEE IPOHUKAET Yepes NAALCHTY,

JlaHHBIC O CHCTEMHOM M MECTHOM BOIZEHCTEHH KIHHAAMHIHHA y OepeMeHHEIX XEHIIHH B
NEPBbI# TPHMECTD OrpaHHYEHE],

MMeIoTel MHOTOUHMCNICHHBIE AAHHHIE 1O NPHMEHEHHIO BO BTOPOM H TPETLEM TPHMECTpE
GepeMEeHHOCTH, IPH 3TOM HeGNaronpHUATHOro Bo3elCTENA Ha 04 BeABAEHO He Osuno. Taxkum
06pasoM, NPHHIMAR BO BHUMAHKE IOCTYNHbIC JAHHHE, B KAYeCTBE MEPBI TPENOCTOPOXHOCTH He
PCKOMEHAYETCA NPHMEHATL KIHHIAMHUMHE B NEPBbIi TpHMECTp GepeMeHHOCTH.

[lpn neobGxomMocTH MOXHO NPHMEHATE KIHHIBMHIEH BO BTOPOH ® TpCTHH TPHMECTDH
OepeMeHHOCTH.

Jdaxmauun

Crenesis IPOHHKHOBEHNS KIMHAAMMIUMHA B IPYIHOE MOMOKO HHIKAS, # TTONANAIONIHE B OpraHHsM
pefeHKa KONMYECTBA 3HAYHTENLHO HHKE, YeM TCPaNeBTHYECKHE A03BI MPH CHCTEMHOM
npuMeHeHIH y aeteit. Takun oOpasoM, rpyJHOE BCKAPMIHBAHHE BOIMONKHO NDH PHMCHCHHH
AgkHOro anTHOMOTHKA. TeM He MeHee, B cityuac auape, oOHapyeHHH KpOBH B Kasie, NIpH
PASBHTHH K2HIHI033 HIIM CHITH Y MAafesna HeobXoauMo paccMOTPETs BONPOC O MPORO/IAEHAH
FPYAHOTO BCKAPMIHBAHMA MJIH OTK&3€ OT IIPHCMa Mpenapara.

Depmunsuocmes

1
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Heenenopanus GepranbHOcT! y Kphic, NONyuAIOLIEX KIHHAAMHUKE, MOKA3AIH OTCYTCTBHE
spdeTa KnHIIMHIEEE Ha GEPTHABHOCT WK CIOCOBHOCTS CHApMBaTLCA,

4.7. Bansune ua cnocodHocTs ynpasasts TPAHCHOPTHLIMK cpeacTBamu u paborats ¢
MexaHH3IMaMu

Aanawnn L] He OKa3KIBACT HIK NPAXTHYECKH He OKASEIBAET BIMSHMA HA CIIOCOBHOCTE YyIPaBnATE
TPAHCHIOPTHEIMH CPEACTBAMH H IPYTHMH MEXAHHIMAaMH,

4.8. Hexeaateasusie peakunn

B rabauue nepewncnensl nexenatensuse pPeaKUHK, BHIIBJICHHLIE B XOUC KIMHHMCCKHX
HCCNEAOBAHHH H NPH NOCTMAPKETHHIOBOM Hab/IIOLEHNH, COIACHO KIacCHPHKALMH 11O CHCTEMAM
H OpraHaMm, a TAKXKE YaCTOTHI BCTPEHAeMOCTH.

B cootBercreum ¢ xnaccudmkanmmedt no cucremam OPraHaM BCe HeXEeNATENbHBIC PCaKiuy
NEPETHCNEHE! B MOPANKe YObIBANMA HACTOTH BCTPEHACMOCTH M KANHHYECKOH THKECTH ¢ yYeTOM
CICAYIOUIHX KaTeropui: o4ens wacro (>1/10); gacro (=1/100, so <1/10); megacro (>1/1000, no
<l/100); peaxo (>1/10000, no <1/1000); ouexn peaxo (<1/10000); uwacTtotra HeW3IBeCTHA
(HEBO3MOXKHO OLEHHUTE HA OCHOBAHHA JAOCTYTIHEIX JAHHBIX).

TabAuua HeenaTenbHbxX Peakumin
Knacc opranos w | Yacro (1/100, Ho | Hewacro Peaxo OueHs Yacrora HEMIBECTHA
cHcrem opranmama | <1/10) (21/1000, | (21/10000) peaxo (HeBozMOWNHO  OuemuT® Ha
HO <1/100) |, wo (<1/10000) | ocHosanmu AOCTYNHBIX
<1/1000) AdHMbIX)
Widenymu u | Necesgomembpa Konny, soissaumwin Clostridium
MHBI3INM HO3HLIH KONKT** difficile”, BarunansHsie
uHberumu'
Hapywenus o Arpanynonutos®,
CTOPOML! KPOBH W HefiTponeHns®,
Aumdaruyeckod TpoMGoumTOneHNA®,
cHCTeMBI nelxonenns”’,
03HHOG AR,
TPOMOOLHTONEHHYECKAR
nyprypa
Hapywewnn  co Axadmnaxriseckuft wok”,
CTOpoHSsI auadunaxTisocKan  peaxums”,
UMMYHHOK peaxuHn
cMcTEMbI THNEPNYICTOHTENLHOCTH, B T.9.
orexk Keunxe W anadunaxcus y
HEXOTOPBX  MAUMEHTOE ¢
annepried Ha neHHIIHAINE"
Hapywenmun co Jincresaus
CTOPOHLI HEPBWOI
CHCTEMBE
Hapywesun  co | Auapes, Gons b | Peor, A3ea numesons®, modarnr”
CTOpOsbL »usore TOWHOTa
WeNYAONMO-
KHIWEWHOTO TPaKTa
Hapywexua co Hentyxa®
CTOPOHBI NEYEHH W
MEAYeBLIBOAALLMX
nyres
Hapywenua  co Maxynoman ToxcHyecxuii anuaepMansisii
CTOPOMBI  KOWM ¥ yne3nan U001 O ) Hexposn (crapom Jlafienna)®,
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NOAKOMMBIX Chills, Jisoucona®, nexapCIBeHan

THEHeH KDArMBHALA PCAKURS C I03IHHOPHAHETH H
CHCTEMMMMH CHMITTOMEMH

(DRESS)*, ecrpmi
resepasHIosa il
IKIANTEMATOSHMA MyCTy.Ae3
(OT21)°, anrnosesporiieckuil
orex”, sxchonuaTHEHbi
meprMaTHT’, GyancaHsi
nepMaTaT”, nomMopdras
IPHTEMA, XOKHBIA 3y 1,

xopenoaodnas cuim’
Hapywenna co Octpoe nopamesne nosex®
CTOPOMB MONER M
MOHDBIBOAALMX
nyred

NaGoparopubie # | Omnonesne o1
HHCTRYMEHTANbHB! | HOpME

e HCCAef0BaANMA DYHRLMOKINLHBLIX
npob neyexu

* Crs. paszen 4.4 «Ocobbie yKa3anns 1 Mephl IPEAOCTOPOKHOCTH NpH TPAMEHEHHAY
* [ocTperncrpaunonnse AauAbe

eHue o n CAENM. AQMeILy

Bakto coofmars 0 MOZOIPEBACMEIX HERENATENHHBIX pPEAKUHAX MOCIE perHCTpaiHm
JICKAPCTBEHHOIO NPENApaTa ¢ NeNbio ofecnedenna HENPEPHIBHOIO MOHHTOPHATA COOTHOIIEHHS
“II0Tb38 — PHCK» NEKAPCTBEHHOrO npenapata. MenMuMHCKHM pabGOTHHKEM peKOMeHAyeTcs
c000UATS 0 MOGKIX N0103PEBAEMEIX HEKEIATENLHEX PEAKUMAX /EKAPCTBENHOrO NpenapaTa
IEPE3 HAUMOHANBLHYIO CHCTEMY COOBMEHNIT 0 HEeAENATENLHEIX PEAKIIHAX:

PecnyG:mmka Benapyce

220037, r. Musck, Torapumecxuit nep,, 2a

Y11 «LlenTp 9KCnePTH3 B HCNBITAHMI B 3APABOOXPAHCHHHY

Tenedon oTaena papmakonanzopa; +375(17) 242 00 29; ake: +375(17) 242 00 29

I noura: repl@reeth.by, reeth@reeth. by
http://www.rceth.by.

4.9. llepesosuposka

lemonuanns o nepuTOHeanbHem AMANH3 HedhDEKTHBHE B BHBCACHHM KTHHIAMHIMHA H3
ChIBOPOTKH KPOBM.

5. PAPMAKOJIOTHYECKHE CBOMCTBA

(dapmakoTepanenTHYECKas  rpymma: AHTHOAKTEpHATBHBIE CPEACTBA JUIA  CHCTEMHOIO
IIPHMEHEHHR, NHHKO3AMM /151,
Koa ATX: JO1FFO1.

5.1. @apmakoamnamuaeckne cpoiicTna

Mexanmsm aeficrenn

KAMHAGMWIME NOjaBnfeT cuuTes OaxTepHaNbHBIX GEIKOB MyTeM cBA3eBaHma ¢ 50S-
cybvenuunuell Gakrepuatenoii pubocomsl, B 00BIMHBIK AO3AX | KARHIAMHIHH IEMORCTPHDYET
GaKTCPHOCTATHYECKYIO AKTHBHOCTE i vitro, MUHHCTIICTIOM ATFAROOXP A EH I |
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DapMakoKHUETHYCCKHE-DAPMAKOANHAMIYECKHE BIANMOCESIIN

[IpONERT BPCMEHH MEXK Y NBYMS BBEJICHHAMH, B TCUCHHE KOTOPOTO KOHUSHTPALMS AHTHOHOTHKA
BhE MHHHMaTbEOR HHrHOupyromeii xonuexTpanns (MUK) Gaxrepuit (% T>MHUK), sengercs
HaHOO0Nee TOUHBIM NAPAMETPOM, TPOTHOIHPYIOMEM PHEeKTHEHOCTS KIMHIAMHIHEA,

Peaucrenmnocrs

Pesucrentiocts K KnMHnamMmmmHy sauGonee wacto ofycnosnena MyTauMAMH B MecTe
CBA3BIBAHAA AHTHOHOTHKOE ¢ p-PHK 1in Mernmsposanuem creunduaeckux HYKICOTHA0B B 23S
PHK 50S puGocoManbubIX CyGsemnnun, Dy H3MCHEHHS MOrYT OOBACHATL NepeKpecTHYIO.
PEIHCTEHTHOCTE K MaKpo/iaaM 1 cTpentorpamusam B(MLSB-denorun) in vitro.

Mexannivm PEIHCTEHTHOCTH XIMHIAMHIHHA TAKKE MOryT OBITh CBR3aHM C €0 AKTHBHBIM
BRIBCACHHEM U3 KJIETOK.

PesucrentHocts K KIHHAAMHUEEY MOAeT ORTh MHAYUHPOBAHA MAKPOMHAAMH B HIONSTAX
Baxrepuit peaucTeHTHRIX K MaKpOIHaaM,

C}'IIIGCTB}’CT NOTHAR NCPEeKPECTHAS PEIUCTEHTHOCTD K KIHHJBMHUHHY H THHKOMHIHHY,

Hactora (hOpPMHPOBAHHA PE3HCTEHTHOCTH K KIHANAMHIHEY BRINE B HIOMATAX METHIMAINH-
PEIMCTCHTHEIX CTAQHAOKOKKOB H MEHHIIMIUTHA-PEIHCTCHTHEIX THEBMOKOKKOB.

Kpnraueckne konnenrpawnn

Cornacho  nasmemy  Espone#ickoro Kommrera mo TECTHPOBAHHIO  AHTHMHKPOOHOK
HyscTenTensRocTH (European Committee on Antimicrobial Susceptibility Testing (EUCAST)
(Bepcus 9.0 or 01.01.2019, www.eucast.org)), AN  BhUICTCHHA HYBCTBUTEBHBIX
MHKpoopranu3mMos (H) or pesscTeHTHBIX MHKPOOPrann3MoB (P) menomp3yiores caeayiomne
norpasuyHee 3Havenus MUK:

Kpurnveckue xonuentpauns MHK (wrin)
Maroren Hyscreurennnstii Peancrenrunil
Staphylococeus spp. Y <025 mr/n P>0,5mrin
Streptococeus Y<0,5mria P>0,5 Mria
Ipynmua A, B,Cu G
Streptococeus preumoniae Y<0S5mrn P> 0.5 wmrin
Streptococei w3 rpynnit Viridans Y<0,5mrin P>05 mrin
pamnosoxuTessste anaspobis Y <4 mrin P> 4 wria
xpome Clostridium difficile
FpamotpruaTeMIMME 2HAIPOGM Y=4wurin P> 4 wmrin
Corymebacterium spp. Y <0,5mrin P>0,5ur'a

Cuexrp antnbaxrepnassnoro aeiicrans

Pacnpocrpasennocts npnoBpetestoii PEIMCTEHTHOCTH Y OTACABHBIX BHUAOB MMKPOOPraHHIMOB
MOXCT BapbHPOBATL B 3BHCHMOCTH OT reorpadHYeCcKoro mMONOKeHHs M spesmenn. [lo aroii
NPHYHHE JXENATCNBHO HMCNONLIOBATD JAHHBIC O Pe3HCTEHTHOCTH MEKPOOPIaHH3MOB B
OTPEACICHHOM PErHONe, 0COBCHHO NDH JIeYeHHH TIKENBIX HH(peKumii. [lpu weobxomumocTH
AEAATENBHO MONYHHTEL MHEHHE CTIELMATHCTA, IMABHLIM 06PAa3OM, KOra Mons3a oT HEKOTOPBIX
JICKApCTBEHHBIX CPEICTB IS ONpeleNertbIx KudeKiuuit MokeT G5ITh MOCTARIENA N0 COMHEHNE
H3-33 YPOBHA PacripoCTPaHEeHHOCTH MECTHOI pesucl‘?!'mm-? TAACE ‘&}

aatLELLIN | LERON ABDOXFAREIM |
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Kareropus

YVBCTB bIE M OPI'AHH3MBI:

Ipamnonoxureasubie a3pobe
Bacillus cereus
Corynebacterium diphtheriae
Staphylococcus (Memuyuraun-vyscmaumensnie)
Streptococcus agalactiae
IpamoTpunareasusie a3podn
Campylobacter

Anaspobnt

Actinomyces

Capnocytophaga

Clostridium perfringens
Eubacterium

Fusobacterium

Gardnerella vaginalis
Porphyromonas

Prevotella

Veilionella

IMpoune

Chlamydia trachomatis
Leptospires

Mycoplasma hominis
Mycoplasma pneumoniae

OTH EJIb CTBHTEJIb

(= 10 % npuobperennasn PEIHCTEHTHOCTS)
Ipamnonoxuressusie a3podn
Enterococcus faecium

Erysipelothrix

Staphylococcus (METHIIUIHK-PE3HCTERTHbIE)
Streptococcus pneumoniae

Streptococcus pyogenes

Oral Streptococci

AHAIPOTHI

Bacteroides

Clostridium (3a nckmouenues perfringens u difficile)
Mobiluncus

Peptococcus

Peplostreptococcus

Propionibacterium acnes

PESHCTEHTHBIE MHKPOOPTAHM3MBI
I'pavnonomarensubie a3podu

Corynebacterium jeikeium

IHTEPOKOKKH (32 MCKINOYeRMeM Enterococcus SJaecium)
Listeria

Nocardia asteroids

Rhodococcus equi

I'pamoTpunareasusie a3pobnt
Hedepmenupyromue rpamorpruarensasie Gaummm
(Acinetobacter, Pseudomonas um 0. )
Ourepobakrepuy

Haemophilus
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Legionella

Branhamelia catarrhalis
Neisseria

Pasteurella

Anaspoin

Clostridium difficile
Mpoune

Mukobaxreprn
Ureaplasma wrealyticum

[poTuBonapasHTapHAR AKTHBHOCTE
KaMunaMnune akTHREH Kax in vifro, TaK M in vivo B OTHOWEHHHE T oxoplasma gondii,

5.2. DapMakoKHHETHYECKHE CBOMICTBA

Abcopbuus
[locne npyema BHYTPh KiMMAamMumud GHICTPO ¥ MOMTH NOAHOCTHIO Beackipaercs (90% or

NPHHSTOH BHYTPE /103BI penapara).

OnMOBpeMCHHBIH NPHEM MMM TPAXTHYCCKH HE OKA3LIBAET BIMAHHA Ha KOHLIEHTPALHIO
Mpenapara B nasMe KposH,

Pacnpepenenne

ne
*  Kowyenmparuu n 8 ¢ MKE KPOoau' Y 3N0POBHIX B3POCABIN MAKCHMAIbHAR
KOHIEHTpaUMa mpenapata B IA3ME KPOBM, COCTABRNAKINAA OKOno 2-3 mr/a, Habmoaaercs
gepe3 | 4ac mocne NpHeMa BHYTPS KNMHIAMHALIHEA reapoxiaopuaa 8 ao3e 150 mr # 4-5 Mr/n
nocae npueMa sHYTPE B 103¢ 300 Mr. Iocse wero KOHUEHTPAUMA NPENapaTa B NIasMe KPOBH
MC/UICHHO CHIXKACTCA, HO OCTACTCA Ha YpoBHe, npepwimatomeM | Mr/n, Gonee 6 9acos.
KoHUCHTPALKA Npenapata B ni1asme HaXOAWTCS B NHHCHHOH 3ABHCHMOCTH OT BEJHMHHEI
MPHHATON Q03I
Y nanuesToB ¢ caxapubM Auaberom KOHUEHTPAUHA Npenapara B CEIBOPOTKE KpoBw Obina
HECKOJILKO HHIKE TAKOBOH Y 3J0POBRIX MAHEHTOS.
Cpenunit Guonoruueckuit mepHox MOJYBHIBEICHAS KIHHAAMHIDIHA cocTasnser 2,5 yaca,
*  Caasweanue ¢ Geaxavu naasme:
[Ipenapar & sHaYMTENBLHON Mepe CBAILIBACTCA ¢ GeTKaMR N1asMEs - oT 80 10 94%,
*  Llupxyrayus ¢ mxansax u xcuoxocmax
KawnaaMAnMe 8 OUEHh BBICOKHX KOHLEHTPAUHIX WHPOKO pacnpejensgerca Xak Bo
BHEK/ICTOMHOM, TaK ¥ BHYTPHKNCTOMHON MHAKOCTH K TKAHIX, Auddysns B cnuHHOMOIrOBYIO
KHAKOCTh O4eHL OrpaHHyeHA.

Buorpancdopmanns

Kannnamumun MeraGonnanpyercs B negens.

Hcenenosanus in vifro Ha neyeHm uYenoBeka M KHIIEYHEIX MHKPOCOMAX NOKA3amH, 410
NTHEAAMHIME OPEHMYIIECTBEHHO OKHCISCTCA MOCPeAcTBOM n3odepmenta CYP3A4,
HEIHAYMTENBHEM y4acTHeM CYP3AS, 4ro npuBOZMT K (OpPMHPOBAHMIO KIHHAAMMUHHE
CYMLHOKCHAR H BTOPOCTENEHHOr0 MeTabomTa N-JecMeTHIIKIHHAAMHITHEA.

Qaumunanmsn

Okono 10% 10361 npenapara BLIBOAUTCA ¢ MOYOH B BHAE aKTHEHOLO seiectna, 3,6% - ¢ xkanom,
OCTATBHOC KONMYCCTEO NPENAPaTa BEIBOANTCS B BHAC HCAKTHRHBLIX METabO0IHTOB,

I'emoamanus wnm nepuToReaNbHBIA DHANHI He HIMEHTIOT, | :

CHIBOPOTKE KPOBH, ,' tetiens

PILEL)

[pwun Linsorep
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Hcenenopanng GapMaKOKHRCTHKH ¥ L I0XKHAOTO Bo3pacta (61-79 net) i s3pocasix ( 18-39 aer)
NOKa3aIH, YTO BO3PACT caMm no cebe e BmmgeT Ha GAPMAKOKMHCTHKY KIHHAAMHAIHEA (KIHPCHC,
NEPHOA NONyBbIBeACHHA, 00BEM pacnpeneNeHHs W TUIOIIAAL NOJA KPHBOH «KOHICHTPAIHA-
BPEMAN) NOCAE BHYTPHBENHOrO BBeacHHS npenapara Jlanauun Ll thocpar. [locae npuema
npenapara [lanauns L] BuyTpE nepHos nomyssBeeNHa NOBKIIANCS MPHOAH3KTENEHO 10 4 4acos
(amanason 3,4 ~ 5,1 4) y nun noxuaoro BO3pacTa Mo CPABHEHHK) ¢ NOBHIIEHHEM 10 3,2 YacoB
(ananason 2,1 - 4,2 4) y s3pocnsix. Tem He Menee, cTenens abcopOuun He OTAHYAETCS ¥ PasHBIX
TPYnil NAHCHTOB, & TAKKC HE TPeOYETCH KOPPEKIHK 03! IPENAPATA ¥ JTHI NOKHKIOT0 BO3pacTa
¢ HOpMAbHOH QYHKUMEH NeYeHN H HOPMANLHOH (CKOPPEKTHPOBAHHOH MO BO3pacTy) pynxuneH
NOYex.

53. Jlannbie fJoxanaEnveckoit HezonacHocr

B arCrnepyMCHTATEHEIX HeCeI0BAHMAX IMOPHO-PEeTAaNbHOrO PasBHTHA ¥ KPHIC ¢ MEPOPATLHEIM
BEGZCHHEM, & TAKKE B SKCOCPHMEHTAIBHLIX HCCAENOBAHHMAX IMOPHO-PETANBHOIO PasBHTHS V¥
KPBIC H KPOIHKOB C MOJKOMHEIM BBCACHHEM Npenapata He OBUIO BHIABACHO TOKCHYHOCTH, 33
NCKTIOYSHHEM CITY4ACB, KOTAa 1035I BHI3hIBATH TOKCHYECKHE 3beKThl ¥ DepeMEHHBIX CAMOK.
HcenenoBais reHOTOKCHYHOCTH HE BBISBHIN EHOTOKCHYECKHX addexron. Heenenonanns
KaHUCPOreHHOCTH KIHHAAMHINHEA He TPOROANIHCE.

6. PAPMALIEBTHYECKHE CBOMCTBA
6.1, [epesiens BCNOMOraTEALHBIX BEMECTS
Creapar marans (E470)

KYKYPY3HBIl Kpaxman
Tanek (E553)

MOBOTHAPAT NAXTO3EI
anokewn atana (E171)
WeNaTHH,

6.2 HecomecTHMOCTS

KnuHnaMuume  QUIHYECKM H XUMHYECKHM HECOBMECTHM O CACOYIOUIHMH  NIpenapartamu;
AMTTHUMIUTHH, (peHUTORN, GapOuTy paTs, aMHHO(HINIH, NTIOKOHAT KATHIHS, CynB(aT Maruus.

6.3. Cpok roanoctn (cpok XpaHeHus)

S ner.

Hara H3roToBIEHHA | CPOK FOAHOCTH YKa3aHbl Ha YTAKORKe.
He npumessTs no uereyenmm cpoka rogsocty,

6.4. Ocobrie Mepbr npexocTopokuocTy NIPH XPAHCHWH
XpauTs Npy TeMnepatype He Bhie 25°C.

6.5. Xapaxrep u cogepxanue ynacopks

8 xancyn s [IBX Gaucrepe; 2 Damcrepa ¢ uucTpyxumedi no npuMenenMIo B XaPTOHHOM nauxe.
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6.6. Ocobule MepH  NPEAOCTOPOKHOCTH NPH  YHHYTOKEHAN  HCNOABIOBAHHOTO
AEKAPCTBEHHOr0  NPENapaTa  MAH  OTXO[0B, TNOAYYEHHBIX MOCTe  NPHMEHEHHS
AEKAPCTBEHHOTO NPENAPATa, U APYIHE MAHHIYIAINH © IPENAPATOM

OcoBre Tpe6osanns oTcyTCTBYIOT.

6.7. Venosus ornycka w3 anrex

Toasko no peuenty spaya.

7. AEPKATEJIb PETHCTPAIMOHHOIO VIOCTOBEPEHMS (3AAAIBUTEJIb)

Tattzep Mamodsxaypunr Cepances, Wpnanpus / Pfizer Manufacturing Services, Operations
Support Group, Ringaskiddy, Country Cork, Ireland

7.1. IpeacTasureas nepaarens PErHCTPALMOHHOIO YI0CTOBEPEHHS

Tpemensuu nompebumenei Hanpaenime no adpecy:
Ilpencrasurenserso  “Pfizer Export B.V.” 8 PecnyGmuxe bBenapyce: r. Mumck, np-t
HMsepxunckoro 8-403, Tenedon 375-17-309-38-00, dake 375-17-309-38-19

Obwan xapaxmepucmuxa Aexapcmeennozo npenapama Jarayuw L] docmynna na oguyuansiom
caiime YROAROMOYEHHO20 Op2ana eocydapemea — wiena Espasuticxozo corosa ¢
uud;opuaquonno-xouuyuuxauuonno& cemu «Humepuemy. www R T ACOR A
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