MHUHUCTEPCTBO 3JPABOOXPAHEHUSI PECITYBJHUKH BEJIAPYCb
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JIucTOK-BKIAABINI

(uropmanus A ManueHTa)
KiauagaMmuuus

Toprosoe HazBanune. Kitnagamunuy.
O61mas xapaKkTepHCTHKA
Mexcoynapoonoe nenamenmosannoe nazeanue. Clindamycin.
Onucanue. CynnosuTopud Toprneaoo0pas3Hoit GopMel GeIoro Wil HOYTH 6eJI0ro HBETA.
Cocras
On¥H Cynmo3uTOpuil CONEPKHUT:
akmugnoe seujecmeo. KIMHIaMHUIMH (B BUAe KIUHIaMHIuHa pocdara) — 100 mr;
ecnomozamenvhvle eeujecmea: Makporoa 1500, makporon 6000, riviepuH.
®opma Bbinmycka. CyNno3UTOPHH BarHHAIBHEIE,
DdapmakoTepaneBTHYeCKas rpynna. AHTHOHOTHK - THHKO3aMH/IL.
IlokazaHusi K IPUMEHEHHIO
Jins nedeHusi GakTepHANBHOTO BarMHO3a y HEOEPEMEHHBIX JKEHIIMH B TeUeHHE 3-X JHEH.
He mnMeercs anexBaTHBIX HCCIIEAOBAaHHM IPMMEHEHHS BArMHANBHBIX  CYNIIO3MTOPHEB
KIMHIAMHIMHA Y 6epeMEHHBIX JKEHIIHH.
Cnoco6 npuMeHeHHS | X03bI
Pexomeniyemas 1103a: OJJMH CYNIO3UTOPHI MHTPaBArMHAIBHO NPEANOYTUTEIHHO TIEpe] CHOM B
TEUEHHE 3-X TIOCICAOBATESIIFHBIX JHEH.
YKazaHus 10 HCI0JIH30BAHUIO
Beenenue cynnosuropues Ge3 anuMkaropa:
e Hsenekure cynnosuropuit u3 6iucrepa.
¢ B nonoxeHuu jexa Ha CIHHE TTOATIHATE KOJIEHH K TPY/IH.
¢ OCTOpOXHO BBEIHTE CYIIIO3HTOPHI BO BIAraHINE C MOMOIIBIO CPEJHETO MANBLA PYKH
KaK MOYKHO I'Iy0xe.
Ho0o4HbIe peakun
B Xo/1e KIMHMYIECKHX MCIIBITAHUI GBLIN BBISBIEHBI IOGOYHEIE PEAKLIHH, OITHCAHHEIE HIKE.
0,5 % (3) u3 589 HeOGepeMeHHBIX >KEHIUMH IIPEKPATHIH JNEeUEHHE M3-33 MOGOUHBIX PEaKIHiL.
10,5 % nanueHTOK COOOIIMIM O TOGOYHBIX PEAKIHSIX.
Y 1 % unu 6onee nayuenmox:
Mouenonosas cucmema: BynpBOBaruHajpHOE paccTpoiicTBo (3,4 %), GONb BO Biaraiuiie
(1,9 %) u BaruHanbHbIH Kauua03 (1,5 %).
Opeanusm 6 yenom: rpubkosble undeximu (1,0 %).
Y menee 1 % nayuenmoc:




Mouenonoeas cucmema: HapylleHHE MEHCTPYQJIBHOTO LHKJA, ITHEIOHEDPHUT, BIIAraIMIIHEIE
BBIJICJICHHS U BACHHUT/BarnHaIbHas HHPEKITUS.
Opeanusm 6 yenom: aHOMAJIBHBIE CIIA3MBI, JIOKATH30BaHHAas 0OJIb B XKHUBOTE, Xap, 601b B OOKY,
reHepaIM30BaHHasA 601k, TOJIOBHAS 601, TOKATM30BAHHBIN OTEK U KaHIUI03.
ITuwyesapumenvuas cucmema: nuapes, TOLIHOTA U PBOTA.
Kooica: 3yn He B MecTe NpPHMEHEHHS, ChIllb, 0OJb B MECTe IPUMEHEHHS W 3yl B MECTE
IPUMEHCHHUS.
IIpoTBONOKA3aHUSA

® TIHIEPYYBCTBUTEIBHOCTh K KIMHAAMHIHMHY, JHHKOMHLWHY MJIH JIOOOMYy KOMIIOHEHTY

JIEKapCTBEHHOTO CPENCTBA;
® paHee QUArHOCUMPOBAHHBIM PpETHOHANBHBIA JHTEPUT, HECNEeLUU(PHUECKUH S3BEHHBIN
KOJIUT HJI «CBA3BIBAEMBIH ¢ aHTUOHOTHKAMM» KOJIUT.

IlepenozupoBka
KIMHIaMHIIMH CYNIIO3UTOPHH BarvHAIbHbBIE MPEIHA3HAYEH TOJILKO U HHTPABArHHAIBHOIO
npumenenus. O Tniepeo3HpoBKe ImpemapatoM He coobuanock. CiydaiiHoe TonagaHue
npenapara B JKeJIyA04YHO-KMIIEYHBIH TPAKT MOXKET BBI3BATH CUCTEMHBIE (G (EKTHI, CXOIHEIE C
TEMH, KOTOPBIE BO3HUKAIOT MOCJIE IpYeMa BHYTPh KJIMHJAMHI[MHA B TEPAIIEBTHYSCKHUX J103aX.
Jleyenue: CAHMITOMaTHYECKOE U MOIIEPKUBAIOLLEE.
IHpeaynpexaenns
Coobmanoce 0 nceBaOMeMOPaHO3HOM KOJIMTE B OTHOIIECHHH MOYTH BCEX aHTHOAKTEPHANBHEIX
CPEACTB, B TOM YMCJI€ KIIMHIAMHULIMHA, H 110 CTEICHH TSHKECTH OH MOXKET OBITH OT ¢1a00ro mo
OmacHoro i Xu3HH. llepopanbHO W mapeHTepaabHO MNPHHUMAEMBIM KIHHIAMHLHH MOYXKET
BBI3BATh TSDKEJIBINA KOJIUT, KOTOPBIH MOXET 3aKOHYHTBCS CMEPTENBHBIM HCX010M. CooBIIanocs o
Avapee, KpOBaBOM IOHOCE H KOJHUTE (B TOM YHCJE IICEBAOMEMOpPAaHO3HOM KOJIMTE) IIPH
NEepOpanbHO M MApPEHTEPaNbHO NPUHMMAcMOM KIHHAAMHIMHE, a TaKXKe COAEpXKalIluX
KIMHAAMHIHMH JICKAPCTBEHHBIX CPEACTB AN MECTHOro (AepMalbHOTO) mpuMeHenus. [To 3Toi
NPHYHHE BaXHO YYHTBHIBATH BO3MOXHOCTh HAJIHYHS 3TOrO JAHArHO3a y MAalUEHTOK, Y KOTOPBIX
HUMECTCA AMapes MOCIe MpPHEMa BAarMHAIBHBIX CYIIO3UTOPHEB KIMHAAMHUIMHA, MTOCKOIBKY
npumepHo 30 % 10361 KINHAAMUIMHA CHCTEMHO a0COPOUPYETCs M3 BIIaraltILa.
Jleyenne anTHOaKTEpHANLHBIMH CPENCTBAMH HM3MEHSET HOPMAIBHYIO MHMKPOQIOPY TOJCTOMH
KHIIKH, H MOXET MPOM30HTH M30BITOUHBIN POCT KIOCTpUauii. MccneoBanus yKa3sIBAIOT, YTO
TOKCHMH, KOTOphIA BbipabareiBacT Clostridium difficile, siBnseTcs OCHOBHOM IPHYMHOM
«CBA3BIBAEMOI'0 C AHTHOHOTHKAMMKY KOJIHTA.
Ilocne MOCTaHOBKM AMArHO3a NCEBAOMEMOPAHO3HBIH KOJHT CIEAyeT HAauaTh TEPANEBTHUECKUE
meponpusitas. Citydau nceBIoMeMOpaHO3HOro KOIHTa clnabol TSHKeCTH 0OBIMHO pearupyroT Ha
IPEKpalIeHHE IpUEMa CaMoro JIEKAPCTBEHHOTO CPEACTBa. B ciiydasiX cO CTENEHBIO TSXKECTH OT
YMEPEHHOH 1O TSDKEJOH CIICAyeT pacCMOTPETh BO3MOXKHOCTH INPHUMEHEHHS JKHAKOCTEH H
9JIEKTPOJIMTOB, MNPOTECHHOBOM [H00aBKM M JICYEHHS AHTHOAKTEPHUAIBHBIM JIEKAPCTBEHHBIM
NpenapaToM, KIHHHYEeCKH 3(QQEKTUBHBIM B OTHOLUEHHH KOJNWTA, BBI3BaHHOro Clostridium
difficile.
CHMIITOMBI TICEBAOMEMOPAHO3HOTO KOJNHMTA MOTYT MOSBHTHCS BO BPEMS WIH IIOCIE JICUEHHUS
IIPOTUBOMHKPOOHBIM CPEJACTBOM.
Meps! npegocTopokHocTH
Mo HasHayeHws npernapara ¢ IOMOIIBIO COOTBETCTBYIOIIMX JNaGOPATOPHBIX METOAOB CIICLYET
HCKIIIOYHUTh HAJMYME MAaTOICHOB, OOBIYHO CBA3BIBAEMBIX C BYJIbBOBAarMHHTOM, HAaIlpUMEP,
Trichomonas vaginalis, Chlamydia trachomatis, N. Gonorrhoeae, Candida albicans w Herpes
simplex virus.
VHTpaBaruHaibHOE NPHMEHCHHE KIHHIAMHUIMHA MOXXET HPUBECTH K YCHIEHHOMY pOCTY
HEYYBCTBHTEJIbHBIX MHKPOOPIaHH3MOB BO BJIarajluiie, 0COOEHHO APOXIKENIONOOHBIX TPUOOB.
[TanueHToK cremyeT NpeaynpenuTh O TOM, YTO BO BpeMs Tepalhd MpPenapaToM HE CIELyeT
BCTYIIaTh B IOJIOBBIE KOHTAKTHI, @ TAKX€e NPUMEHSTH APYTUe CPEICTBA ISl HHTPaBarHHAILHOTO
BBE/ICHMA (TaMIIOHBI, CIPUHIICBAHHE).



IIpenapat conep>XUT KOMIIOHEHTHI, KOTOPBIE MOTYT YMEHBIIUTH IPOYHOCTh U3/CIHH U3 JIaTeKCca
WIH KaydyKa, IIO3TOMY HCIIOJIb30BaHHE IIPe3€pBaTHBOB, BIATaIMIIHBIX MPOTHBO3aYaTOYHBIX
nuadparM M JIPYruX CpEeACTB M3 JlaTeKca JUIS HHTPaBarMHAIBHOTO IPUMEHEHHsS BO BpeMs
TepanyM MpernapaToM He pEKOMEHIYETCH.

bepemennocme u nakmayun

INocne uaTpaBarnHaNBEHOTO NMpuMeHeHus knuHxamunuHa Bo I u Il TpuMecTpax 6epeMeHHOCTH
yBEIMYEHHE YaCTOTHI BPOXKACHHBIX aHOMAIMH IJI0Aa He OTMedalock. JIpuMeHenue npenapara B
I TpumecTpe GepeMEHHOCTH BO3MOXKHO B CIIyyae CTPOroi HEOOXOIMMOCTH, KOIAa OXHAaeMas
nojb3a JUIA Marepd INPEBBILACT IOTEHIWAJBHBIH pHCK Ui IUIoJa. AJEKBAaTHBIE H
KOHTPOJHMpYEMBIE HCCIIEI0BaHNs 110 MPUMEHEHUIO Mpenapara B I TpuMmecTpe OEpeMEHHOCTH HE
IIPOBOJIMIIHCE.

HeussecTHO, BbAENAETCS M KIHHIAMHIUH B TPYJHOE MOJIOKO IIOCIE€ HWHTPABarHHAIBHOIO
npuMeHeHMd. KimHaamMunuH oOHapyXeH B TpPyJAHOM MOJIOKE IIOCJI€ NEepOpalbHOTO MM
HApeHTEPAILHOTO BBEJCHHS, IO3TOMY IpPH pPELIEHHH BOIPOCAa O BO3MOXXHOCTH Ha3HAYCHHS
KIHHJaMHUIMHa B (GOpME CYNIO3WTOPHEB BarMHAIBHBIX B MEPHOJ IPYIHOr0 BCKapMIIMBAHHS
CIICAYET OLEHHUTH OXHIAAEMYIO NMOTCHUUAIbHYIO IMOJIb3Y TEpalldU IpernapaToM H BO3MOXHBIH
PHCK JuId peGeHka.

Hcnonvsoeanue é neouampuu

BezonacHOCTh U 3((HEKTHBHOCTH BarHHAIBHBIX CYIINO3UTOPHUEB KIMHIAMHIMHA B JICYEHHH
OaKkTepuanbHOrO BarMHO3a y JKEHIUMH, Y KOTOPHIX YK€ HAYaluCh MEHCTPYyalldH, ObUIH
YCTAHOBJIEHBI ITyTEM SKCTPANOJISLUH JaHHBIX KJIMHAYECKOTO MCIIBITAHUSA OT B3POCIIBIX XKEHILKH.
Korna npodeccnoHanbHbIi MUK HAOMIONAET Y MOAPOCTKA, Y KOTOPOH HAYAIMCh MEHCTPYallUH,
CHMIITOMBI OaKTEpHAJIBHOIO BarMHO3a, CJEAYET TIIATEIbHO OHCHHUTH BO3MOXXHOCTb HATHUMS
Oone3HeH, NepefalomUXCs IOJOBBIM INyTEM, M Jpyrue (aKTopbl pHCKa OaKTEPHAILHOTO
BarMHO3a. be3omacHocTh U 3 ¢EKTHBHOCT BarHHAIBHBIX CYNIIO3UTOPUEB KIMHIAMUIMHA I
KCHIIIMH, Y KOTOPBIX €LIe HE HAYalIlCh MEHCTPYallud, HE YCTAHOBJICHEIL.

Hcnonvzoeanue 6 zepuampuu

Kimanyeckne HccnenoBaHUS BarMHANBHBIX CYIIIO3UTOPHEB KIMHAAMHUIMHA HE BKJIHOYAIOT
AOCTaTOYHOE KOJHYECTBO HCHBITYEMBIX B Bo3pacTe 65 ner W crapine, 4yTOOBl ONpPENeNUTH,
OTJINYACTCS JIM HX PEAKLHUs OT peaknyy 060Jiee MOJIOJBIX HCIIBITYEMBIX.

Bauanue na cnocobnocms K 6034c0eHUI0 A6MOMPAHCHOPMA U YRPAGACHUI) MEXAHUIMAMU
Her ocHoBamuii mnonarate, 4ro npuMeHeHWe Mpenapara KIMHAAMUIMH CYNIO3HTOPHH
BarMHAJIBHBIC MOJXKET OKa3aTh BIMSIHHE Ha CHOCOOHOCTH K BOXICHHIO aBTOMOOHIIS W
YIIPaBJICHUIO MEXaHU3MaMH.

B3anmopelicTBHE ¢ APYyrHMH J1eKAPCTBEHHBLIMH CPEACTBAMH

Hukakux B3auMo/ieHCTBHI He HAOMOAAIOCH B papMaKoIMHAMHYECKUX, (PapMaKOKHHETHIECKHX,
HJIM KIMHUYECKUX HCCIICAOBAaHHUAX JaHHOM JiekapcTBeHHOH (dopMmbl. [Tockonbky nHpopManus o
OPUMEHCHUH C JPYTHMH IIpenapaTaMH Ui WMHTPaBarMHAJLHOTO BBEHCHHS OTCYTCTBYET,
COBMECTHOE MNPUMCHCHHME IIpernapara ¢ JPYTMMH HHTpaBaruHaJIbHBIMH CPEIACTBAMH HE
pEKOMEHIyeTCS.

YCTaHOBJIEHO, YTO TPH CHCTEMHOM HPHMEHEHHMH KIMH/AMHIWH HApylIaeT HeHpOMBIIEYHYIO
nepeaady, H03TOMy OH MOXKET YCHIIMBATh JEHCTBHE IPYTHX MUOPENAKCAHMOB Nepughepuieckozo
Oeticmeus.

YcnoBusi XpaHeHHsi H CPOK TFOJXHOCTH

XpanuTs nipu Temneparype He Boiure 25 °C. He 3aMOpPa)KHUBATh.

XpaHUTH B HEOCTYIIHOM VIS IeTEH MecTe.

Cpok rognoct 3 roza. He mcmosnb30Barh mocje MCTEYEHHS CPOKA TOAHOCTH, YKa3aHHOTO Ha
YIIaKOBKE.

YciaoBus ormycka : _
ITo penenty Bpaua. . v i



YnakoBka

Ilo 3 BaruHanbHEIX cynno3utopus B 6nmucrepe u3 [IBX/I1D niueHkH.

ITo 1 Gnuctepy mo 3 CyNIIO3UTOPHSA BMECTE € JHCTKOM-BKJIAJBILEM B IaYKe M3 KapTOHA
KOpOoOOYHOTrO.

HaumeHnoBanue 1 aapec NpoU3BOAUTEIIA

IIpousseneno u pacdacoaHo:

Lotuspharm Manufacturing Pvt. Ltd., Uaaus.

VYnakoBaHo:

OAO «3xk30n», Pecriybnuka benapychs,

225612, bpectckas o6, r. JlporuyuuH, yiu. JlenuHa, 202.



