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IHCTPYKUIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIIKAPChKOI0 3aC00y

TAJALIAH
(DALACIN)

Cknao:

ditoua pevosuna: clindamycin;

1 cymo3uTopiif MiCTUTh KIiHAaMIUHY dochaT y KiIbKOCTi, ekBiBasieHTHiN 100 Mr KITiHAaMIIUHY;
O0NOMIdHCHA pevosUHA.: TBEPAUN JKUP.

Jlikapcbka ¢opma. Cymo3uTopii BariHajbHi.
OcHosni @hizuxo-ximiuni eracmugocmi. TBEPHAl CYMO3UTOPIl Maibke OiOro KOJIhopy 3 TIIAIKOIO
ITOBEPXHEIO.

dapmakoTepaneBTHYHA rpyna. [IpoTumMikpoOHi Ta aHTHCENTHUYHI 3aCO0H, 10 3aCTOCOBYIOTHCS B
TIHEKOJIOTii, 32 BHUHATKOM KOMOIHOBaHUX JIKapChKUX 3acO00iB, IO MiICTATh KOPTUKOCTEPOIIH.
AnTnoioruku. Kog ATX GO1A A10.

Dapmakono2iuni eracmueocmi.

Dapmaxoounamixa.

Mexanism _naii. KniHpaminuH — me JiHKO3aMigHUN aHTHOIOTHMK, IO TMPUTHIYYE CUHTE3 OUIKIB
Oaktepiii, nitoun Ha OakTepiasibHi pUOOCOMH. AHTHUOIOTHK 3B’S3Y€THCS TEPEBAXHO 3
pubocomanbHOI0 cyboauHuUIeto S0S Ta BIUIMBAE Ha MPOIIEC TPaHCIIIIl. Xova KiliHaaMinuHy docdar
HEaKTUBHUU in Vitro, in vivo BiH MIBHUIKO TiAPOII3YETHCS, MEPETBOPIOIOYNCH HA KIIIHAAMILUH, 1O
MIPOSIBIISIE AHTHOAKTEPIAIbHY aKTHBHICTb.

Kningaminus, K 1 OUTbIIICT 1HTIOITOPIB CHHTE3Y OLIKiB, YMHUTH MEPEBAXKHO OaKTEPiOCTATHUHY
Ji10, WOTO €(PEKTUBHICTH TOB’s3aHa 3 TPUBAIICTIO Yacy, KOJHM KOHIICHTpAIlis Iil040i pEeYOBUHHU
3anumaetbes Buiie MIK (MiHiManbpHa iHriOyroua KOHIEHTpalis) 30y aHuKa 1H(eKIi.
Pe3ucTenTHICTh 70 KIIHIAMINIMHY HaW4acTillle BUHUKAE 4epe3 Moaudikaiiro IiIbOBOI TIISHKH
pubocomu, 3a3BUyail NUIIXOM XiMiuHOI Moaudikarii ocHoB PHK a6o ToukoBux mytaniit B PHK a6o
iHOA1 B Oinkax. [lepexpecHa pe3ucTeHTHICTh Oyiia MpOASMOHCTPOBAHA Y ICSIKUX OPTaHi3MiB in Vitro
MK JIIHKO3aMiZlaMH, Makpojigamu Ta crpenrtorpaminamu B. IIponemMoHCTpoBaHO mepexpecHy
PE3UCTEHTHICTh MIXK KJITHAAMIIIMHOM 1 JTIHKOMIITHHOM.

UytnuBicth in vitro. KiniHIaMIUH in vitro TpOSBIS€ aKTUBHICTh MPOTH TAaKUX 33apPEECTPOBAHUX
ITaMiB MIiKpOOpTraHi3MiB, acOIIHOBaHMX 3 OaKTepiabHUM BariHo3oM: Bacteroides spp., Gardnerella
vaginalis, Mobiluncus spp., Mycoplasma hominis, Peptostreptococcus spp.

CranmapTHy METOJIOJIOTIIO JUIsl TECTYBAaHHS UyTJIMBOCTI MOTEHIIMHUX MATOTEHIB OaKTepiaIbHOTO
BariHosy, Gardnerella vaginalis 1 Mobiluncus spp. He Bu3HaueHo. [ paHMYHI 3HAYEHHS YyTJIUBOCTI
rpaMHETaTUBHUX Ta IPaAaMIO3WTHBHHUX aHaepoOiB 10 KiiHmaMinuHy Oyymm omyo6smikoBani EUCAST.
Jnis KTHIYHUX 130JITiB, SIKI B pe3yJbTaTi aHalli3y BUSBWINCH YyTIUBUMH 0 KIIHIAMIIUHY Ta
PE3UCTEHTHUMHU JIO EPUTPOMIIIMHY, CIiJ MPOBECTH TAKOX aHalli3 Ha BHABJICHHS 1HIYKOBaHOI
PE3UCTEHTHOCTI [0 KIIHAaMIIMHY 3 BHKOpHCTaHHAM D-tecty. OIHaK TpaHH4YHI 3HAYCHHS
MpU3HAuYeHI OlIbINe Ui BU3HAYCHHS HANPSIMKY CHCTEMHOTO JIIKyBaHHS aHTHOIOTHKAMH, HIXK
MICIIEBOTO.




Dapmaxokinemuxa.

Abcopbuis. Byno omiHeHO cucTeMHE BCMOKTYBaHHS KIIHAAMILMHY IIPH IHTPaBariHaJbHOMY
BBeleHHI | cymo3uTopis kmiHmaminuHy (Gocdary 1pa3 Ha n00y (exBiBasieHTHO 100 mMr
KiHgamiuHy) 11 3m0poBuM kiHKaM-100poBoOIbIsIM mpoTsaroM 3 aHiB. [Ipubnuzno 30 % (y mexax
BiJ1 6 % 1o 70 %) BBeEHO1 1031 3a3HABAJIO CUCTEMHOTO BCMOKTYBaHHS Ha 3-1 IEHb 3aCTOCYBaHHS 3
OTJISITy Ha TIOKA3HUKU TUIOIII TijJi KPUBOIO CIiBBiAHOIIEHHS KoHIeHTparii g0 gacy (AUC). bymno
JIOCJIIJDKEHO CHCTEMHE BCMOKTYBAaHHS MMPU BHYTPIIIHOBEHHOMY BBEJICHHI CyOTEparneBTUYHOI 031
100 mr kiHAamMinuHy Gocdary sk MOPIBHAHHS TUM K€ 10OPOBOJIBISAM, SKMM BBOJIWIM BariHaJIbHUN
KkpeM, o Mictuth 100 Mr kniagaminuny ¢ocdaty. Cepenne 3naueHHs 1ol mig kpuBoio (AUC)
miclisi TPUICHHOTO 3acTOCYBaHHsS cCymo3utopiiB Oyno 3,2 Mxreron/mn (y mexax Bix 0,42 no
11 mxreron/mit). Cyaxe CHOCTEpiranacs Ha 3-il IeHb 3aCTOCYBaHHsI CYIMO3HUTOPIiB 1 CTAaHOBWJIA B
cepennbomy 0,27 mMkr/mi (y mexax Bix 0,03 mo 0,67 MKr/min) Ta croctepiraiacsi mpuOIM3HO yepes
S ronuH micis 3actocyBaHHs (y Mexax Bij 1 mo 10 rogun). Iy mopiBHSHHS, IUIOIIA 1] KPUBOIO 1
Caxe TCTISL OTHOPA30BOTO BHYTPIIITHHOBEHHOTO BBEJICHHS B CEPEeIHROMY CTaHOBHIA 11 MKreTOm/MIT
(y mexax Bim 5,1 mo 26 mkreron/mi) 1 3,7 mxr/mi (y mMexax Big 2,4 10 5 MKI/MIi1) BiIIOBITHO.
CepenHe 3HaUCHHS MIepi0Ty HAIliBBUBECHHS MiCIIsI 3aCTOCYBAaHHS CYIIO3UTOPIiB cTaHoBMIIO 11 roaun
(y mexax Big 4 10 35 roauH), 1 BBAXKAETHCS, 1110 BOHO 0OMEXKYEThCS MBUIKICTIO BCMOKTYBaHHS.
PesynbpTaTsl 1IHOTO AOCHTIKEHHS MMOKA3aH, 10 CUCTEMHUH BILTUB KiiHIaminuHy (Ha ocHoBi AUC)
NPy 3aCTOCYBaHHI y ¢opMi CYIO3HUTOPIiB OyB y cepeaHbOMY B 3 pa3d HIDKYUM, HIXK TICIS
OJIHOPA30BOTO BHYTPIIIHBOBEHHOTO BBEIEHHS CYyOTEepameBTUYHOI 103U, 1o craHoBuia 100 mr
KIiHaaMinuHy. [TopiBHSHO 3 aHAJIOTIYHOIO 103010 KIIIHAAMIIMHY y BHUTJIAI BariHaJbHOTO KpPEMY
CHCTEMHE BCMOKTYBAHHS IPH 3aCTOCYBaHHI CyHNO3HMTOpis Oyi0 mpuOJIM3HO B 7 pa3iB BUILUM, HIXK
micasi BBEACHHS BariHaJbHOro Kpemy, misa sikoro cependi 3HadeHHS AUC 1 Cyaxe CTAaHOBHIIHM
0,4 mxreron/mn (y mexax Bim 0,13 go 1,16 mxrerom/mi) i 0,02 mxr/mn (y mexax Bim 0,01 mo
0,07 mxr/mn) BiamosimHo. Kpim Toro, pekoMeHioBaHa J000Ba Ta 3arajibHa J103a KJIiHAAMIIUHY B
CYMO3HUTOPISIX JIsl 1HTpaBariHAJIBHOTO BBEJACHHS € HabaraTo HWXKYOIO, HIK Ta, IO 3a3BUYAM
3aCTOCOBYETHCS IMiJI Yac IMEpPOpabHOTO ab0 MapeHTEPaTbHOTO BBEJACHHS KIIHAAMINUHY (TIpH
3actocyBanHi 100 Mr kimiHAaMInUHY Ha A00Y MPOTATOoM 3 THIB y BHUIVISII CYMO3UTOPIiB KiIBKICTH
KJIIHJIaMIIFHY, 110 a0COpOy€eThCsl, CTAaHOBUTH Oy3bko 30 Mr Ha 700y mopiBHSAHO 3 600-2700 Mr Ha
no0y mpotsirom 10 nHIB abo Oinblie mpu mepopaibHOMY ab0 HapeHTepaJbHOMY 3aCTOCYBAHHI).
3aragoM CHUCTEMHUU BIUIMB KJIIHIAAMIIMHY TPH 3aCTOCYBaHHI BariHaJbHUX CYMO3UTOPIiB 3HAYHO
HUKYMW, HDK CHCTEMHUH BIUTUB BiJl TEPareBTUYHOI JO3U MICIs 3aCTOCYBaHHS KIIHIAMIIUHY
TiapoxJopuay mepopaibHo (Hk4ue B 2—20 pa3iB) abo 3acTocyBaHHS KiiHAaMinuHy (docdary
napenTepaibHo (Hik4e B 40-50 pasiB).

KuiniuHi XapakTepucTHKH.

Iloxazanns.

JlikyBaHHsI OaKTepialbHOTO BariHo3y (momepenHi Ha3BU: reMO(iIbHUN BariHiT, rapAHEpeNTbO3HUN
BariHiT, Hecrenu(iYHMI BariHIT, KOpiHEOaKTEpiaIbHHUM BariHIT a00 aHaepoOHUI BariHo3).

Ilpomunoxazanns.

lNnepuyTnuBiCTbH A0 Ai1040T pEYOBUHH, TIHKOMILUHY a00 TOMOMIXKHOT pEYOBHHH, BKa3aHO1 y PO3/ii
«Cxnany.

JlananuH TakoX NPOTHIOKA3aHUI NaIllieHTaM, sKi MaloTh Yy aHaMHe31 KOIIT, TMOB’si3aHUM 13
3aCTOCYBaHHSM aHTHO10THKIB.

B3aemooia 3 inwumu nikapcoKumu 3acodbamu ma inuwii 6UOU 83a€Mo0ii.

[ndopmariiss MmoA0 OJHOYACHOTO 3aCTOCYBaHHS mpemnapary JlanmanuH 3 1HIIMMH BariHaJIbHUMH
JKapCbKUMHU 3aCO0aMH BiJICYTHSI.

IIpu cucremMHOMYy 3acTOCyBaHHI KIIHIAMIIMHY Qocdar Mae BIACTHUBOCTI HEWPOM’SI30BOTO
OyiokaTopa, 10 MOXKE TMOCWIMTH IO 1HIIUX HEHpom s30BUX OsokartopiB. Tomy ioro cmig 3
00EpeXHICTIO 3aCTOCOBYBATH TMAIliEHTaM, sKi OpUAMAOTh Taki 3aco0W (OUB. PO3ALIH
«IlepenosyBanns» Ta «PapMaKOKIHETHKA ).

He pexoMeHayeTbCss BAKOPHCTOBYBATH MPE3EPBATUBH 3 JATEKCY MPOTITrOM JIIKyBaHHs IpenapaToM
Janamus y ¢popmi BariHaabHUX CYTTO3UTOPIiB.



Ocobueocmi 3acmocysanns.

[lepen abo oapa3zy miciast IMOYATKy 3acTOCYBaHHA Tnpemnapary JlamanmuH MoOXe BHUHUKHYTH
HEOOXIJHICTh y MPOBEIEHHI J1abopaTOpHOrO aHali3y Ha HASBHICTH IHIIUX 30yAHUKIB 1H(EKIiH,
BKItovarouu Trichomonas vaginalis, Candida albicans, Chlamydia trachomatis Ta TOHOKOKH.
3acTocyBaHHsA Tmpenapary JlamanuH Mo)ke HPU3BECTH 0 HAAMIPHOTO POCTY HEUYTIUBUX [0
npenapary MiKpoOpraHi3miB, 30KpeMa JIPikKIKIB.

ITig wac aGo michsi 3aCTOCYBaHHSA AaHTHUMIKPOOHHX 3ac00IB MOXYTh BHHHKATH CHUMITOMH, IIO
BKa3ylOTh Ha IICEBIOMEMOpaHO3HUU KOMT (muB. po3ain «[lo6iuni peakmiin). Bumamkum
IICEBIOMEMOPAaHO3HOTO KOJITY BiJ3HAYAIMCS MPU 3aCTOCYBAaHHI Maike BCIX aHTHOAKTepiabHUX
3ac00iB, Y TOMY YHCII KIIHIaMIIUHY; CTYIHb TSXKKOCTI MOYKe OyTH BiJI JIETKOTO JI0 3arpO3JIMBOTO
i KUTTS. ToMy HEoOXiTHO BpaxOBYBaTH 1€ y TAII€HTIB, Y SKUX PO3BHHYJACSA Iiapes MiCis
3aCTOCYBaHHS aHTHOAKTEplaTbHUX 3aC001B. Y BUMAJKaX CEPEAHBOTO CTYIEHS TSHKKOCTI TOKPAIICHHS
CTaHy CIIOCTEPIraeThCcs MiCIs BiAMIHM Ipenapary.

VY pa3i BUHUKHEHHS TICEBJOMEMOPAHO3HOI Jliapei 3acTOCyBaHHS KIIHAAMIIUHY CJIiJI MPUTTHHUTH.
Crnin mnpu3HAuMTH BIANOBiAHE aHTUOaKTepianbHe JiKyBaHHsA. Ilpemapatw, 1mo iHTiIOYIOTH
NEPUCTATBTHKY, B IIbOMY BUIIAJIKY TPOTUIIOKA3aHi.

PekoMmeHnyeThess 3 oOepexHICTIO mpu3Havyatd JlamanuH mamieHTkaMm 13 3anaibHUMH
3aXBOPIOBAHHSIMH KHIIIEYHUKY, TAKUMH SIK XBopoOa Kpona abo Hecnenudiunuii BUpa3KOBUMA KOJIIT.
Sk 1 npu OyIb-IKHX BariHaJbHUX 1H(EKIIAX, CTaTEeBl KOHTAKTH B MEPi0J 3aCTOCYBAaHHS Ipenapary
Janamus y hpopmi BariHAIBHUX CYTIO3UTOPIiB HE peKkoMeH10BaH1. OCHOBA BariHaJIbHUX CYTIO3UTOPIiB
MOK€ TOCJIa0II0BATH MIIHICTD JIJATEKCHUX MPE3EPBATUBIB Ta MPOTH3AILTIAHUX AiadparM (IUB. po3ALT
«Bzaemonis 3 IHIIUMHU JIKAPCHKUMHU 3aco0aMM Ta 1HII BUIM B3aemogii»). He pexomeHmyeTbes
3aCTOCOBYBAaTH TakKi 3acOOM MPOTATOM 72 TOAWH Micis JIKYyBaHHS NpenapaToM, OCKUIbKH iXHS
npoTu3arutigHa e(heKTUBHICTH Ta 3aXKMCHI BIIACTUBOCTI BiJl 3aXBOPIOBaHb, 110 MEPEAAIOTHCS CTATEBUM
HIJISIXOM, MOXKYTh OYTH 3HMXKEHI.

Y mepiom 3actocyBaHHs mpemnapaty [amanmuH y Qopmi  BariHaJdpbHUX CYIO3UTOPIiB  HE
PEKOMEHAYEThCS BUKOPUCTAHHS 1HIIUX BUPOOIB, MPU3HAUYEHUX JJIS IHTPABariHaJbHOTO BBEIEHHS
(TakuX SIK TAMITOHH, 3aCO0M JIJIsi CIIPUHITIOBAHHS ).

Ocobnusi 3anobixcHi 3acodu nio Yac NOBOONCEHHS 3 NPEnapamom i tloco ymunizayii.
He BukopuctoByiiTe Leil mpemapar, SIKIIO yNakoBKa 3 (OJbIH, Y SAKiM MICTATHCS BariHaJbHI
CyMO3UTOPIi, MOMIKOIKEHA, BIAKpUTa a00 HErepMETUYHO 3allaKoBaHa.

3acmocysanns y nepioo sazimuocmi abo 200y8aHHs 2pyook0.

BariTHicTb.

VY nocnimkeHHSX Ha TBapUHAX Oyia MPOJEeMOHCTPOBAaHA PENPOTyKTUBHA TOKCHYHICTb.
3acTocyBaHHS NPOTATOM | TpMecCTpy BariTHOCTI HE PEKOMEH Ty €ThCsl, OCKUTBKHY BIICYTHI BIAMIOBIAHI
n00pe KOHTPOJIBOBAHI JOCTIKEHHS MO0 3aCTOCYBAHHS IperapaTy BariTHUM KIHKaM MPOTITOM
I[LOTO TEPIOY.

3a maHWMU KIIHIYHUX JOCTIHKEHb 3aCTOCYBaHHS mpernapaty JlamanuH y jikapeekiit hopmi s
BariHaJIbHOT'O 3aCTOCYBaHHS JKiHKaM MpoTaroM Il TpuMecTpy BariTHOCTI Ta CUCTEMHE 3aCTOCYBAaHHS
kiiHaaminuHy ¢docdaty npotsarom Il ta III TpumecTpiB He TPHU3BOIUIO 10 PO3BUTKY BPOKEHUX
aHOMaJIii.

Janamua mosxHa 3actocoByBatd y Il Ta Il TpumecTpi BariTHOCTI TUTBKH y pa3i IBHOI HEOOX1THOCTI.
VY mepiox BariTHOCTI PEKOMEHJIOBAHO BBOJWTH BariHaJbHI CyHoO3UTOpii 0€3 BHUKOPHUCTaHHS
arIikaropa.

ToxyBanHs rpyao.

HesinomMo, 4u MpoHUKAE KIIIHAAMIIMH Y TPYIHE MOJIOKO TTICTIsl BariHaJILHOTO 3aCTOCYBaHHS. Xo04a i
3aCTOCOBYETHCSI B 3HAYHO HIDKYMX [103aX, HDK KIIHAAMILMH JJIS CUCTEMHOTO 3aCTOCYBaHHS,
npubmu3Ho 30 % (B mexax Big 6 % g0 70 %) BCMOKTYeThCS B CHCTeMHUN KpoBooOir. Ilicns
CHCTEMHOI'0 3aCTOCYBAaHHS MOBIJOMJIUIOCS TPO BUSABICHHS KIIHAAMIIUHY Y TPYIHOMY MOJIOLI
JIOJIMHU B KOoHIeHTpaii Big < 0,5 mo 3,8 MKr/mi.

[Ipu cucteMHOMY 3aCTOCYBaHH1 KJIIHAaMILIUHY JKiHKaM, SIKi TOIYyIOTh TPYJII0, ICHY€ PU3UK PO3BUTKY
HeOa)kaHOTO BIUIMBY Ha MIKpOQIOpy NUTYHKOBO-KHIIIKOBOTO TPAKTy HEMOBJISITH, 10 TIepeOyBae Ha




TPYIHOMY BHWTOJOBYBaHHI, TaKUX 5K, miapes abo KpoB y Kaimi, a0 BUCHIIaHHS. 3aCTOCYBaHHS
JananuHy, Cyno3uTOpiiB BariHaJbHHUX XKIHKaM, II0 TOAYIOTh TPYJII0, MOXKHA PO3TJISAATH, SKIIO
OUiKyBaHa KOPHUCTH JIJIsI MaTepi TIEPEBUIIYE PU3UKH TSI TUTHHU.

DepTUILHICTD.

VY nocnipKeHHSX Ha TBapHHaX HE 0YyJIO BUSBIICHO BILTUBY Ha (DePTUIIHHICTB.

30amuicms éniusamu Ha WEUOKICMb peakyii npu Kepy8auHi asMOMpPAHCHOPMOM ab0 THUUMU
MexXarnizmamu.

BrnuB npenapaty [lananuH Ha 31aTHICTH KepyBaTH TPAHCIIOPTHUMH 3aco0aMu abo MpaIioBaTH 3
IHITUMU MEXaH13MaMU BIJICYyTHI a00 He3HAYHHIA.

Cnocio 3acmocysannus ma 003u.

Jlo3yBaHHS.

PexomenoBana 103a — 1 cynmo3uTopiil iHTpaBariHaIbHO TIEPEl CHOM ITPOTATOM 3 JTHIB MOCIILIb.
Croci0 3acTOCYBaHHS.

JlanmamuH 3acTOCOBYIOTh 1HTpaBariHaJIbHO.

Besenns 6e3 ammikaTopa.

- Butarnytu cynosuropiii 3 gponbru.

- JIartv Ha ciuHy 1 MIATATHYTH KOJIiHA 0 TPyIeH.

- BBectu cyno3uTopiii y mixBy 3a JOIOMOT0I0 CEPEeIHBOIO MANBL PYKU SKHANTIHOMIE, ane oo He
BUKJIMKATH HEMTPUEMHUX BIIYTTIB.

[Ipu HasIBHOCTI B yMaKOBIIi arIlikaTopa MalieHTKa MOKe BUKOPUCTOBYBATH HOTO JJIS MOJICTTLICHHS
BBEJICHHSI CYTIO3UTOPIS.

BBenieHHs 3a JOTOMOT 010 arIikaTopa.

[InacTukoBHA arTikaTop, IO 3HAXOAWTHCA B YHAKOBI 3 TMpernapaToM, MPU3HAYCHUN IS
NPaBUIBHOTO IHTPAaBariHAILHOTO BBEACHHS CYIIO3UTOPIS.

- ButarnyTu cynosurtopiit 3 Goiabr.

- [TomicTUTH MIOCKUH KiHEIb CYIIO3UTOPIs B OTBIp aruiikaropa.

- JIartv Ha ciuHy 1 MIATATHYTH KOJIiHA 0 TPyAeH.

- Tpumaroum amikatop 3a peOpUCTHI KiHELb KOPIYCY, aKypaTHO BBECTH HOT0 Yy IiXBY
SKHAWUTIIMOIIE, ajte o0 He BUKJIMKATH HEMPUEMHUX BiAUIYTTIB.

- [oBiIbHO HATHCKAaIOUX Ha IUTYH)KEP, BBECTH CYMO3UTOPIH Yy MiXBY.

- ButarayTu armmikarop 3 mixBu.

[Ticnsg KOXKHOTO BHKOPHCTAHHS aruliKaTop CiJl BUMUTH TEIUIOI0 BOJOI0O 3 MWJIOM 1 JaTH Homy
MOBHICTIO BUCOXHYTH.

3acTocyBaHHS Malli€HTaM JIITHLOTO BIKY.

3actocyBanHs mnpemnapaty [lamamuH y ¢Gopmi BariHaJIBHHX CYMO3UTOPIiB MallieHTKaM BIKOM Bif
65 pOKiB HE JOCII)KYBaJIH.

3acToCyBaHHsI Malli€eHTaM 3 MOPYIIEHHAM (YHKIIT HUPOK.

3acTocyBaHHA npenapary [lananus y gopmi BariHaIbHUX CYIIO3UTOPIiB MAI[lEHTKaM 3 MOPYIICHHIM
GyHKIT HIPOK HE TOCIIIKYBaJIH.

Cnig 3BepHyTH yBary Ha OQIIidHI pEeKOMEHJAIii WIOA0 BIANOBIAHOTO 3aCTOCYBaHHS
aHTHOAKTepiaIbHUX 3aC001B.

Himu.
Besneka Ta edexTuBHICTH 3acTOCYBaHHs npenapaty JamauuH y ¢GopMi BariHaJbHUX CYHO3HTOPIiB
IITEH HE BCTAHOBJIEHI.

Ilepeoo3ysanns.

[Ipo Bumagxu mnepeno3yBaHHs mpenapaty JlamanuH y ¢(opMi BariHaTbHUX CYIHO3UTOpIiB HE
[TOB1IOMJISIIOCS.

Kniggaminuny ¢ocdar, mo MICTUTbCA y TMpemapari Ta 3acTOCOBYETHCS BariHajJbHO, MOXeE
BCMOKTYBATHCS B KUIBKOCTI, TOCTaTHIN JJI PO3BUTKY CUCTEMHHX €(DEKTIB.

VY pasi nepeno3yBaHHs MOKa3aHE 3aCTOCYBaHHS 3arajbHOr0 CUMITOMATUYHOIO 1 MiATPUMYIOUOTO
JKyBaHHS, SIKIO HEOOX1THO.



[Ipu BUnagKoBOMY MpHUHOMI MpemnapaTy BHYTPIIIHHO MOXKJIMBE BUHHUKHEHHS €()EKTiB, MOMIOHUX 10
THUX, SIKI BUHUKAIOTh [IPHU NEPOPATLHOMY 3aCTOCYBaHHI TEPAeBTUYHUX 103 KIIHAAMILUHY.

Il06iuni peaxuii.

besneka 3acTocyBaHHS KIIHIAMIIMHY y (OpMi BariHAIbHUX CYMO3UTOPIiB OIIHIOBAJACS TIiJ Yac
KIIHIYHUX JIOCIIHKeHbh 32 y4YacTI0O HEBAriTHUX NAIlieHTOK. [loBimoMIsiocs Mpo Taky 4YacTOTy
no6iyHKMX peakiii: yacto (= 1/100 1 < 1/10); mewgacto (= 1/1000 1 < 1/100).

Ingpexyii ma ineasii.

Yacro: rpubkoBi iHdekii, iHpekIii, cipuInHeH1 KaHIuIaMU.

Po3znaou nepsosoi cucmemu.

Yacro: rosioBHUH O1J1b.

Posznaou winynxoso-kuwikosoco mpaxkmy.

Yacro: 6116 y )KUBOTI, Jiapesi, HyJ0Ta.

Hewacro: 6mtoBaHHs.

Po3znaou 3 6oky wxipu ma niowkiproi mxanuHu.

UYacro: cBepOixk (HE B MICIll 3aCTOCYBaHHS).

HewacTo: Bucunanss.

Posnaou 3 6oky onopno-pyxoeozo anapamy ma cnonyuHoi mKaHuHu.

HeuwacTo: 6isb y Gorii.

Po3znaou 3 6oky HUpok ma ce108uUdinbHOI cucmemu.

Heuacro: mienonedpur, nu3ypis.

Topywenns 3 60Ky cmamesux opeanie ma MOIOYHUX 3A103.

Yacto: ByIbBOBariHaIbHUN KaHIWI03, BYJIbBOBariHaJIbHUW OUTb, BYJIbBOBAriHAJIbHI MOPYIICHHS.
Heuacro: BarinaibHi iH(eKLii, BariHanbHI BUAUICHHS, HOPYLIEHHS MEHCTPYaJIbHOTO IIUKITY.
3azanvni poznaou ma nopyuieHHs y Micyi 66e0eHHsl.

Heuacro: 6inp y Micii 3acTocyBaHHs, CBEpODK (y MiCIli 3aCTOCYBaHHS), MiclleBUN HaOpsK, OiIb,
JMXOMAaHKa.

[IceBmomeMOpaHO3HUN KOMIT — II€ SBUIIE, XapaKTEpHE ISl BChOTO KJIAcy aHTHOAKTEpiaTbHUX
3ac00iB.

Tlogioomnenns npo nido3prosani Hebadxicami peaxyii.

Jlye BaXJIMBO MOBIIOMJISITH PO MiJ03pIOBaHI HeOakaHi peakiiii micis peecTparii JiKapchbKoro
npenapary. lle 3a0e3neuye TOCTIHHWNA MOHITOPUHT CHIBBIIHOIIEHHS KOPHUCTI Ta PH3HKY
3aCTOCYBaHHSA JIKapChKOro rmpemnapary. IIpocumo mpamiBHHKIB cQepud OXOpPOHH 3]I0pOB’s
MOBIIOMJISITH TIPO OY/b-5IK1 MiA03pIOBaHi MOOIYHI peakIlii BIAMOBIIHO 0 BUMOT 3aKOHO/IaBCTBA.

Tepmin npuoamnocmi. 3 poku.

YMoBHu 30epiranus.

30epirati B OpUTiHAJIBHIN yIakoBIli MpU Temmeparypi He Buiie 25 °C B HEAOCTYITHOMY JUIS JiTel
MICII.

Ynakoska. [1o 3 cyno3uTopii y 1aminoBaHi# (oib3i (cTpuri) 3 1 armmikaTopoM y KapTOHHIN KOPOOIII.

Kareropis Bixmycky. 3a peuentom.

Bupoonuk.
®apwmanis i Anyxon Kommnani JIJIC / Pharmacia and Upjohn Company LLC.

Micue3HaxonxeHHsI BHPOOHUKA TAa HOro agpeca Micsi NPpOBaJKeHHs AislJILHOCTI.
7000 IMoptemxk Poyn, Kamamaszy, Miuuran (MI) 49001, CIIIA/
7000 Portage Road, Kalamazoo, Michigan (MI) 49001, USA.

Jarta octanHboro neperJsay. 26.06.2020
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