IHCTPYKLIA 3ATBEPIXXEHO

AN MeANYHOro 3aCTOCYBaHHSA Nikapcbkoro 3acoby Haka3 MiHictepcTBa 0XOpoHU
® 30poB'A Ykpaiiu
KNO®AH 30.08.2019 Ne 1925
(CLOFAN®) PeecTpauiiiHe nocsigyeHHs
Ne UA/14084/01/01
Cknad:

ditoya pevosuHa: knotpumason/clotrimazole;

1 rkpemy MicTUTb knotpumasony 100 mr;

OonomixHi peyoguHu: Ted03-63 (nonieTunexrnikonio-6 creapat, eTUNEHINIKOMI0 cTeapar, nonieTuneHrnikono-32
cTeapar); onis MiHepanbHa nerka; CrvpT LeTocTeapunoBuin; cnupT BeHsunosuin; Gytunrigpokeutonyon (E 321);
nonicop6at 60; HaTpito Aurigpodocdar, auripat; Boga ounLeHa; TpueTaHonamiH.

Nikapcbka chopma. Kpem BariHanbHuiA.
OCHOB8HI hi3uKO-XiMiyHi 817aCMUBOCMI: OLHOPIAHWIA B'A3KMIA KpeM Bifnoro Konbopy.

®dapmakoTepaneBTUYHa rpyna.
IMpoTUMIKPOGHI Ta aHTUCENTUYHI 3aC0BK, LU0 3aCTOCOBYHOTLCS Y riHekonorii. KnoTpumason.
Kon ATX GO1A F02.

®apmakonoeiyHi enacmusocmi.

GapmakoduHamika.

KnoTpumason € aHTUrpubKoBIM NpenapaToM MicLEeBOi Aii i3 rpynu noxigHux imigasony.

MexaHi3M aHTUMIKOTUYHOI Aii KNOTPUMa30ny NOB'A3aHNIA i3 NPUTHIYEHHAM CUHTE3Y eprocTepony, LU0 NPU3BOANTL 4O
CTPYKTYPHOrO Ta (hyHKLOHaNbHOTO MOLIKOAKEHHS LiToNnasMaTyHoi MeMOparm.

Knotpumason mage LMpOKMI CNEKTP aHTUMIKOTUYHOI aKTUBHOCTI in Vitro Ta in vivo, fiie Ha fepMaTodiTh, APiKIKOBI Ta
NAiCHABI rpUbK.

Mpwn BIBNOBIAHWUX YMOBaX TECTYBaHHS MiHIManbHi iHribytoui KOHLEHTpauii Ans uux TumiB rpubkiB CTaHOBNSTb
npubnuaHo meHwwe Hix 0,062-8,0 mkr/mn cybeTparty.

MexaHiam gii KnoTpUMasony NoB'A3aHmiA i3 NEPBUHHOID (PYHrICTaTNYHOK abo (YHFILMAHOK aKTUBHICTIO, 3aNMEXHO Bif,
KOHLLEHTpaL}ii KoTprUMa3ony y MicLli iHdbexuii.

In vitro akTWBHICTb OBMexXeHa enemeHTamu rpubka, Lo npomidepytoTb; cnopu rpubka MawTb NNLLE He3HaYHY
YYTNNBICTb.

[MepBNHHO PE3NCTEHTHI WTamu rpubKiB 3ycTpivaloTbCs AyXe piako. PO3BUTOK BTOPUHHOI PE3UCTEHTHOCTI Y
nonepeaHbs0 YyTNMBUX O Aii KNOTpKUMasony rpubkis AoTenep crocTepirascs Ayxke piako.

GapmakokiHemuka.

HocnimxeHHs (apMakoKiHeTKM NiCns BariHanbHOTO 3aCTOCYBaHHSA MOKasanu, LU0 NWe HesHauyHa KinbkicTb
knotpumasony (3-10 %) BcMokTyeTbesi. ABCopb6OBaHMi KNOTPUMA3on LBMAKO MeTabomisyeTbCs B MeviHui [0
HeaKTMBHUX MeTaboniTie. ToMy ik Nna3MOoBOI KOHLEHTpaLi KnoTpumasony nicns BariHanbHOro 3aCTOCYBaHHS Y A03i
500 mr 6yB meHLwmin 3a 10 Hr/Mn. Lle 03Havag, Lo BUHUKHEHHS! BUMIDHWUX CUCTEMHIX ediekTiB abo nobivHoi Aii nicns
{HTpaBariHanbHOro 3aCTOCyBaHHS KIOTPUMA30ny € MaroNMOBIPHUM.

KniHiuni xapaktepuctukm.
Moka3aHHs.
BariHanbHuit Kpem i3 KnOTpKYMa3onoM pekOMEHA0BaHIA ANS NiKyBaHHS KAaHAWLO3HOTO BariHITy.

lpomunoka3aHHs.
MigBuLLeHa YyTMBICTb 4O KNOTpUMAa30sy abo o byab-sKVX iHLLIMX KOMMOHEHTIB Mpenapary.

B3aemo0is 3 iHWuMu nikapcbkuMu 3acobamu ma iHwi eudu e3aemo0itl.

TlamexkcHi koHmpauenmugu

OpHouacHe 3acToCyBaHHs KpeMy Y [AiNsHL reriTaniit 3 naTeKCHUMM KOHTpaLenTBamm (Takiumm sik npesepBaTviB Ta
piadparma) MOXe CMpUYMHWTK MOLUKOZXKEHHS OCTaHHIX, TOMY edeKTUBHICTb [aHWX KOHTpaLEenTuBiB MOXe
3HKyBaTUCA. [alieHTaM pekOMEeHAOBaHO BMKOPMCTOBYBATW anbTepHATMBHI METOAM KOHTpauenuii npuHanmi
nNpoTAroM 5 JHIB Nicns 3acToCyBaHHS LibOro npenapary.

Takponimyc/cuponimyc

OpHouacHe nikyBaHHs KNOTPUMAa3omnoM, LU0 3acTOCOBYETbCA BariHanbHO, Ta TakponiMmycom nepopansHo (FK-506;
iMyHoZenpecaHT) abo cponiMycom Moxe NPU3BOANTY A0 MIABMLLEHHS PIBHS TaKpomiMyCy/c1ponimMycy y nnaami KpoBi.
TakuM YnHOM, criif peTenbHO KOHTPOMIOBATU CTaH XBOPOTO 151 BUSBMEHHS CUMMTOMIB Nepefo3yBaHHs TakporiMycy
abo cuponimycy, y pasi HeobXiaHOCTi — NepeBipATH iX piBHI y NNaami KpoBi.

Oco6nusocmi 3acmocysaHHs1.

[lo noyaTky nikyBaHHs BariHanbHUM KPEMOM i3 KNOTPKUMa301oM HeoOXiaHO NPOKOHCYbTYBATICS i3 Nikapem.

Cnig, NPOKOHCYMNbTYBATUCh 3 fMikapeM, SKLLO CUMNTOMM 36epiralTbesl JOBLUE 7 [HIB NPy 3aCTOCYBaHHI BariHanbHOro
Kpemy i3 KnoTprumMasosnom.

BariHanbHuit Kpem i3 KNOTPUMA3ornoM MOXHA 3aCTOCOBYBATM MOBTOPHO, SIKLIO CUMMTOMMW KaHAMOO3HOI iHdeKuii
BUHWKHYTb MOBTOPHO Yepe3 7 AHIB nicns 3akiHueHHs Tepanii. OpHak, crifg MPOKOHCYMbTYBATUCh 3 MikapeM, SKLLO
BMPOLOBX OCTaHHiX 6 MicsLis 6yno GinbLue ABOX €Mi30AiB KAaHAMAO3HOTO BariHiTy.

CnnpT LleToCTEapUOBUIA MOXE CNPUYMHUTY MICLIEBI LLKIPHI peaKwjii (Hanpuknaa, KOHTaKTHUA LepmaTuT).
ByTUNrigpoKCUTONYyon MOXe CMpPUYMHWTM MicLeBi LKipHI peakyii (Hanpuknag, KOHTaKTHWA aepmatuT) abo
noapa3HeHHs 04eit Ta crim3oBux 060MOHOK.

BacmocysaHHs y nepiod eacimHocmi abo 200y8aHHS 2pydoko.

BaeimHicmb

KinbkicTb gocnimkeHb i3 3aCTOCYBaHHAM KIOTPUMA30My Y BariTHUX XiHOK obmexeHa. [oCnimkeHHs Ha TBapuHax
Clofan® Cream 7 g/UA/F

5. BHIWADI

PACKING MATERIAL SPECIFICATION

proDUCT NAMe: __ INSERT CLOFAN® CREAM 7 G/UA COUNTRY: UKRAINE
MATERIAL cope: 4001644\ ~op. 30164414000603A  speciFicaTions:  BIBLE PAPER
DIMENSION: 140X270 MM, FLAT

SUPERSEDED A/W CODE: 30164414000603 (OLD) COLORS:

REASON FOR CHANGE A/W:

VARIATION B 5LACK

NOTE: EXISTING HARD & SOFT COPY SHIFT IN OBSOLETE FOLDER

Prepared by

Checked by Approved by

@ Royal Prints ... | Date:15-02-2024

G1-1286(8), Phase-5
RICO.Industrial Avea, Bhiwadi (Abwar),

royalprintspytitd @ gmail.com

Revision : Revision 0 Designer : Manoj Sachdeva




NPOAEMOHCTPYBan PenpofyKTUBHY TOKCUYHICTb KIOTPUMA30sTy NMpu AOro nepopanbHOMY 3aCTOCYBaHHI Y BUCOKUX
no3ax. [Mpy HU3bKil CUCTEMHIN eKCNo3uLii KNoTPUMa3ony Micns BariHanbHOrO 3aCTOCYBaHHS LUKIAMBOMO BNMBY 3
TOYKY 30py PENPOAYKTMBHOI TOKCUYHOCTI He nepeadavacTbes.

KnoTpumason MoxHa 3acTocoByBaTH y Nepiog BariTHOCTI NULLE Mig Harnsaom nikaps.

[MpoTsrom BariTHOCTI Chif 3aCTOCOBYBATM iHLLY MikapcbKy hOpMY KNoTpUMasony, Lo He NoTpebye BUKOPUCTAHHS
annikatopa.

Mepiod 20dysaHHs 2pyddio

HasiBHi  chapmakoanHaMiYHi/TOKCUKOMOTIYHI AaHi Y TBapWH Mokasanu, Lo KnoTpumason abo noro metabonitu
noTPannsioTb Y rpyaHEe MOMOKO MPY Or0 BHYTPILUHBOBEHHOMY BBEAEHHI. TOMY HEMOXIIMBO BUKMIOYNATY PU3VK ANS
BUTUHK, sika nepebyBae Ha rpynHOMY BUrofoByBaHHI. HeobXigHO MPUAHATY piLUeHHS NPO NMPUMMHEHHS FOLyBaHHS
rpyaato abo npo NpUNuHEHHs/ yTpUMaHHs Big NikyBaHHS KNOTPUMMA30MoM 3 ypaxyBaHHAM NepeBar rofyBaHHs rpyaat
AN QUTUHN Ta KOPUCTI Bif Tepanii Ans KiHku.

GepmunbHicms

KniHiuHi gocnigxeHHs LoA0 BNAMBY KNOTPUMA3ory Ha (epTUNBHICTb Y 3KIHOK He NPOBOAMINCH, NPOTE AOCHIMKEHHS Ha
TBapWHaX He BUSIBANYW BMNMBY KIOTPUMA30ny Ha (epTUIbHICTb.

3damHicme ennugamu Ha weudkicmb peakyjii npu kepysaHHi asmompaHcnopmom abo iHWUMU MexaHiamamu.
KnodaH®, kpem BariHanbHuii, He BNMMBAE Ha 34aTHICTb KepysaTu asToMobinem aBo MpaLoBaTét 3 iHLWMMM
MexaHiaMamu abo Mae nuiLe He3HaYHWIA BINKB.

Cnoci6 3acmocyeaHHsi ma 0o3u.

Kpewm HeobxigHO BBOANTM iHTpaBariHanbHO 3a LONOMOTOH annikatopa, LU0 0A4aEThbCS.

7t kpemy Knocbar® (1 noBHII annikatop) BBOANTY sikoMora raubLue Y nixsy BBeyepi (nepes cHoM) oaHopa3oso. Kypc
nikyBaHHs — 1 aeHb. [pyruid kypc Tepanii Moxe ByTv npuU3HayeHuiA, SKLLO Lie HeoBXigHO.

[poTsirom MeHcTpyayii nikyBaHHs nMpoBoAWTM He cnif. JlikyBaHHS Cnig 3akiHuvTX B0 novaTky MeHcTpyauii. He
BWKOPUCTOBYBATW TaMMOHW, iHTpaBariHamnbHi 3pOLIEHHs, cnepmiunan abo iHwWi BariHanbHi NPOAYKTM Mg vac
3aCTOCYBaHHS LibOro npenapary.

[ig yac Tepanii cnig yHUKaTy cTaTeBUX KOHTAKTIB, OCKIMNbKM IHDEKLSt MOXeE NepeaaTncs napTHepy.

Limu.
[Nocsig 3acTocysaHHs npenapaty Knodar® aitam sikom [0 16 poKis BiCYTHIM, TOMY He CrIif 110r0 3aCTOCOBYBATM 1aHil
KaTeropii naLieHTok.

Mepedo3ysaHHs.

YKopaHoro puaunky rocTpoi iHTOKCKKaLLii Hemae, OCKiNbKY ManonMOBIPHO, WO Nepefo3yBaHHS MOXIMBE NiCNs pa3oBoi
BariHanbHoi 031 a0 HaHECEHHS Ha LLKIPY (3aCTOCYBaHHS Ha BEMMKIX iNsHKaX LUKIpW NpY yMOBAX, LLO CNIPUYMHSIOTL
nigBULLEHE BCMOKTYBAHHS!), a TaKOX MiCNsi BUNAAKOBOMO NepopanbHOro 3actocyBaHHs. CneundivyHoro aHTmaoTy
Hemae.

Y pa3i BUNagKkoBOro NepopanbHOro 3aCTOCYBaHHS TinbKi Npy NposiBi KNiHIYHUX CUMNTOMIB Nepefo3yBaHHs (Takux sk
3anamopoYeHHs, HyfoTa abo 6rBaHHS) Crig 3aCTOCOBYBaTH Taki NpOinakTUYHi 3aX0a4N Sk MPOMUBAHHS LNYHKA.
[TpoMMBaHHS LUNYHKA CAif NPOBOAUTY NUILLIE Y BUNaAKaX, KON € HANEeXHWUA 3aX1CT AnXamnbHUX LWAXIB.

MobiyHi peakuyii.

3 6oky wkipu ma niOWKIpHOT KNIMKOBUHU: MiCLEBI LLKIPHI peaKLii, BKNK0Yakouu, KOHTAKTHUN LepMaTT.

3 6oky imyHHOI cucmemu: anepriyxi peakLii, BKNIOYaouM HENPUTOMHICTb (CUHKONE), apTepianbHy rinoTeHsito, AUCnHoe
(3aANLLKY), KPOMMB'SHKY, CBEPOIX.

3 6oky penpodykmueHOI cucmemu ma MOJTOYHUX 3a7103: HEMPUEMHI BiguyTTs (CBepOiX, AMCKOMGOPT, NeYiHHs) Ta
KNiHiYHi NPOSiBM (NOAPA3HEHHS, NYLLEHHS! LLKIpW, BUCUNAHHS, HAabpsik, epuTema) y AinsHLi cTaTeBux opraHis; binb y
JinsHUi Ta3a, BariHanbHa KpoBoTeua.

3 60Ky WiTYHKO8O-KULLIKO8020 mpakmy: 6ifb Y X1BOTI.

TepmiH npudamHocmi. 3 poku.

YMoBM 36epiraHHs.
36epiratv npu Temnepatypi He BuLle 25 °C. He 3amopoxysaTty.
36epiraTiny HegoCTynHOMY 118 AiTel MicL.

YnakoBka.
[Mo 7 ryTy6i, no 1 Tybi pa3om 3 annikaTopoM y KapTOHHIl ynakoBLi.

Kateropis Bignycky.
bespeuenra.

Bupo6HuK.
KYCYM XENTXKEP NBT NTL/
KUSUMHEALTHCARE PVTLTD.
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