IIJIAH YITPABJIIHHS PUSUKAMMU

Clotrimazole (intravaginal administration)

YACTHHA VI Bepcist 4.0 DLP: 31/03/2026

YACTHUHA V1. PE3IOME IVIAHY YIIPABJIIHHA PUSUKAMUAU

Pe3oMe nuiaHy ynpapJ/iiHHA PU3HKAMH U1l JTiIKAPCHKOT0 3ac00y
KJIO®DAH,
cyno3uropii BarinaabHi mo 500 mr
(kn1ompumaszon)

Le pesrome many ynpasiiaas puzukamu (ITYP) nns nikapebkoro 3aco0y (JI3) Kiodgan, cyno3uropii
BarinajbHi mo 500 mr (Knogan).

VY ITYP mictutbes neranbHa iHoOpMallis nmpo BaxIMBI pu3uky JI3 Ta 3axoau moa0 iX MiHIMI3ZaIli.
Takosx HaTaHO peKOMEHAIIIT II[0I0 OTPUMAHHS OUTBINOT KUTBKOCTI iH(OpMAIlii PO PU3UKH Ta BiJICY THIO
iH(popMmarito 3 Oe3neku 3acrocyBanns JI3 Kinodgan.

B inctpykuii mis menuynoro 3acrocyBanns (IM3) JI3 Kuogan mictuthes HeoOXxinHa iHdopMalis
JUIS MEIMYHUX TPAIiBHUKIB Ta MALI€HTIB 010 HOTO 3aCTOCYBAaHHS.

Baxumsi HOBI mpoOiiemu 3 Oe3meku abo 3MiHM 10 YMHHUX OyayTh BKJIIOYEHi B HOBI Bepcii ITYP
JI3 Knogamn.

I. JIKAPCBKHMI 3ACIB TA JJISI YOT'O BIH 3ACTOCOBYETHCHI.

JI3 Knodan 3apeecTpoBaHuii isl 3aCTOCYBAHHS 32 TAKMMU TI0Ka3aHHAM (cmucno’):

o Iughexyii'y oinanyi cmamesux opearis (6azinim), cnpuuuneHi cpubamu.
o Cynepingexyii, cnpuyuneni bakmepisamu, YymiueuMu 00 KI10OMpPUMA30Jiy.

IpumiTka. 'TloBHa inpopMaris MicTuThes y unHHiM IM3 J13 Kaodan.

binsie indopmarii npo JI3 Kiaodpan mictutbes B IM3, saky MokHa 3HalTH Ha caifTi «/lep>kaBHOTO
PEECTPY JIKAPCHKUX 3aC001B YKpaiHM.

II. PU3UKH, IOB’SI3AHI 13 3ACTOCYBAHHSIM JIIKAPCBKOI'O 3ACOBY, TA
3AX0/HA 3 IX MIHIMIBALII ABO ITOJAJBIIOIO BUBYEHHHI.

Huxue 3a3naueni Baxuusi pusuku 11 JI3 Kinogan ta 3axoau 3 ix miHimMizaii.

3axomamu 3 Mi"iMizarii pusukis (3MP) mng JI3 MoXyTh OVTH:

— 1HdopMmauis B IM3 (3acTepexeHHs, 3amoOLKHI 3ax0oAM, NOpPaAM LIOJ0 MPaBUIBHOIO
3aCTOCYBaHHSA TOLIO);

— iHpopmaris Ha ynakosui JI3;

— pO3Mip YIaKOBKH, TOOTO KilbKicTh JI3 B ymakoBIli;

— npaBoBui craryc Biamycky JI3: «3a perenrom».

Pazowm 111 3axo/1u CTaHOBAATH pymunii 3MP.

HonatkoBo 10 nux pyruHHUX 3MP 6e3nepepBHO BigOyBaeThcs mporec 300py, 0OpoOKH Ta aHami3y
iH(popMmalii npo Bunaaku nodiunux peakuiid (I1P) B perynspHo oHOBIIOBaHMX 3BITax 3 0€3MEKH, 110 Ja€
MOJKJTUBICTh 3IMCHUTH BINOBIAHI HeraiHi 3axofu. L{i 3aX0au CTAHOBIATH PYMUHHY OIANLHICHbL 3
Gapmaronaznady.
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ILA. TEPEJIK BAXKJIMBUX PU3HUKIB TA BIICYTHbOI IH®OPMAIIII.

Baxxnusi puzuku JI3 Kinodan — 1ie pusuku, i SKMX HEOOXIIHI CrIeiabHi 3aX0/IH 010 YIPABIiHHS
HUMH 3 METOI0 IOJJIBIIOrO BHUBYCHHs a00 MiHIMI3allil JJisg OE3MeYHOro 3acTOCYyBaHHS Iperapary.
BaxnBi pu3uKM MOKYTh OyTH BiIHECEHI 70 KaTeropii iIeHTU(IKOBaHUX a00 MOTEHIIMHUX.

loenmudpikosani puzuku — 1e TpoOIEeMHU, IJIs SKAX HAsBHI JOCTaTHI JOKa3W IX 3B’SI3Ky 13
IHTpaBariHaJIbHUM 3aCTOCYBaHHSAM KJIOTPUMA30JIy, AIF0401 PEYOBUHU Tpenapary. [lomenyitini pusuxu —
e MPOOJIEMH, ISl IKMX 3B’SI30K 13 IHTpaBariHaJbHUM 3aCTOCYBaHHSIM KIOTPHUMA30Jy € MOXKIUBUM (Ha
OCHOBI HAasIBHUX JIaHUX), OJIHAK BIiH III€ HE € BCTAHOBJICHHUM 1 MOTPEOy€e MOMANBINOI OIIHKU. Biocymms
ingpopmayisn — e indopmarris 3 6e3neku JI3, sika Hapasi BiACYTHS, ajie Ky MOTPiOHO 310paTu (HarpuKiam,
i Yac TPUBAJIOro 3acTocyBanHs JI3).

Ta6nuns. Mepesik Baxk/IMBHX PHU3UKIB Ta BiICYyTHLOT iHdopmanii'.

Baxausi Bincythi.
inenTndikoBani puznku

Baxausi BincyTHi.
NOTEeHUiiHI pU3UKHU

Bincyrns indopmanis BincyTHs.

Ipumitka.  !Jlani Hajaui Ha MigCTaBi akTyanbHOT iHGOPMALT IPO BaXIMBI PU3UKHU IHTPABAriHAILHOTO 3aCTOCYBAHHS KJIOTPUMA30ILY
Ta 3aXO0/H LIOJI0 YIPABIiHHSA HUMH.

II.Lb. PE3IOME BAKJ/INBUX PU3UKIB.

[ndopmariiss 3 Oesneku I1HTpaBariHAIBHOTO 3acTocyBaHHs kioTtpumaszony B IM3 JI3 Kuodan
MOBHICTIO y3TOJKYETHCS 3 BIIIOBITHUMHU JAHUMH B KOPOTKiM XapakTepucTulli pepepentaoro JI3.

II.B. IIJIAH HICJIS[PEECTPAHIﬁHOFO PO3BUTKY
IL.LB.1. Jdocaig:kenHs, siki € 3000B’sI3aHHAM 3asiBHHKA.

He 3acmocosno.

3assBHUK HE MaB 3000B’s3aHb 110710 MpoBeAeHHs nociimkenb JI3 Kiogpan y nmicnspeectpaniiiHoMmy
NepioJii Ta He TUIaHYe€ 1X MPOBOJUTH 32 BIACHOIO 1HIIIaTHBOIO.

II.B.2. Inwmii qocaixkeHHs1 B IUIaHI MicasipeecTpaniiiHOro po3BUTKY.

He 3acmocosro.

Hemae HeoOxigHoCTi poBoanTH iHIII nochimkeHHs JI3 Kinodgan.
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