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KpaTkas nipopmauusa no npumeHeHuio npenapara UMPOKNH

PerncrpaunoHHblit Homep: JIM-000284 ot 17.02.2011. Toprosoe Ha3BaHue npena-
parta: VinpoxuH. MexayHapogHoe HenaTeHToBaHHOe Ha3BaHme: [porecTepoH. Jle-
KapcTBeHHaa dopma: kancynb. COCTAB Ha oaHy Kancyny: AkmueHoe eeujecmeo:
NporecTepoH MUKPOHM3MPOBaHHbIA — 100 mr/200 mr. BcnomozamensHeble geujecmea:
apaxwucosoe macno - 149,0 mr/298,0 mr; coesblii neuntuH - 1,0 mr/2,0 mr; Kancynenas Ka NII0TeNHOBOW (asbl B CNOHTaHHOM WUNM MHAYLMPOBAHHOM MEHCTPYanbHOM LVKNe;
o6onoyka*: xenatuH — 77,0 mr/158,60 mr; rmuuepon — 32,12 mMr/64,10 Mr; TUTaHa ANOK- npexnaespemeHHan MeHonay3a; « 3T (8 ¢ C 3CTPOTeHC npenapa-
cng - 0,88 Mr/2,17 Mr. * - B nepecyeTe Ha Cyxylo KancynbHyto o6onouky. MTOKA3AHUA K Tamu); « becnnoave BCNeACTBIE NIOTENHOBOW HEAOCTaTOMHOCTY; « yrpoXatowui abopt
MPUMEHEHWUIO MporectepoHaednUUTHbIE COCTOAHUA Y KeHWWH: [18 npuema 8Hympb: NV NpeaynpexaeHne NPUBLIYHOMO abopTa BCIEACTBIE HEJOCTATOYHOCTU NPOrecTepo-
« yrpoXalowuin abopT unn npeaynpexaeHine NpUBbIYHOTO abopTa BCIEACTBUE HEfO- Ha. MPOTUBOMOKA3AHWA - [nepuyBCTBUTENLHOCTL K MPOrecTepoHy 1an nioGomy
CTaTOYHOCTM NporecTepoHa; « Gecnnoame BCIeACTBUE NIOTEMHOBOI HEAOCTaTOUHOCTY; 3 BCTIOMOraTeNbHbIX BEWeCTB Npenapata; « TPOM603 ry6oKuxX BeH, TpomG6opnebuT; «
* MPeAMEHCTPYasbHbI CUHAPOM; + HapqueNMﬂ MEHCTPyanbHOro UMKna BCieacTsme T Kue HapyweHus (Tp NEroYHoi apTepui, UHGapKT Mu-
VAn aH -KICTO3HaA MacTONaTus; « Nepuos OKapAa, NHCYNLT), BHyTpUUEPenHoe KPOBOM3MIMAHIE WM Hafnune [AaHHbIX COCTOAHMIA/

Menonaysanbnoro nepexosa; + 3aMeCTUTeNIbHaA rOPMOHasbHas Tepanna (31T) B nepu- n 3a60/1eBaHNII B aHAMHE3€; « TAXEble HapyLWeHUA GYHKLMN NeyeH; TAaxenble 3a6onesa-
(B C 3CTPOreHCt nper Ana HIA NeyeHM (B TOM YMCNIe XONeCTaTUYeCKan XeNnTyxa, renarut, CUHAPOM Jy6uHa-[KoH-

2UHANbHO20 NpuMeHeHus: + 3IT B Cyyae aedrLMTa NPOrecTePOHa NpY HedyHKUMOHMPY- COHa, POTOpa, 3/10KaUYeCTBEHHbIE OMYXONM MEUeH1) B HACTOALLEe BPEMA W B aHaMHe3e;
owmx (OTCYTCTBYIOWMX) ANYHMKAX (QOHOPCTBO ANLIEKNETOK); « NpeaynpexaeHue (npo- + KPOBOTEUEHWA U3 B/Arannila HEeACHOrO reHesa; + HemosHbi abopT; « nopdupuns; «

dunakTnKa) NpexaeBpeMeHHbIX POAOB Y KEHIUMH M3 TPynMbl pUcKa (C yKopoueHnem
WeiKN MaTKN U/ HaNNuNeM aHaMHECTUYECKUX AaHHBIX MPeXAeBPeMeHHbIX POAOB
W/nnn NpexaeBPeMEHHOTO Pa3pbiBa MOAHbIX 060NOUeK); « NOAAEPKKa NIOTEMHOBOM
¢asbl BO BpemMA MOAFOTOBKM K 3KCTPAaKOPropasbHOMY OMIOAOTBOPEHNIO; + MOAAePX-

YCTaHOB/EHHbIE WAV NOAO3PEBaEMble 3/10KaueCTBeHHbIE HOBOOGPa30BaHMA MONOUHbIX
Kenes un NonoBbix OPraHoB; * ATCKMiA BO3PpacT Ao 18 neT (3¢pdekTnBHOCTL 1 Ge3onac-
HOCTb He YCTaHOBJIEHbI); + NePNOA rpyaHoro sckapmnnsanna. € OCTOPOXHOCTbIO
3aboneBaHus cepneqﬂo—cocynvlcmlh CUCTeMbI, apTepuanbHaa rmnepTeH3sna, XpoHnye-
CKaA no4yeyHaa HeoCTaTOYHOCTb, caxaprlﬁ ‘]I/Iaﬁe‘l', GpOHXVIBﬂbHaﬂ acTMa, anunencms,
MUrpeHb, Aenpeccus; rmnepaunonpo py GYHKUMM NeyeHmn Nerkoi
n cpequl?l CTeneHn TAXecTn, ¢OTO‘4yBCTBVITEﬂbH0(Tb. I'IpenapaT cneayer NpUMEHATL C
0CTOPOXHOCTBIO BO Il 1 Il TpumecTpax GepemeHHocTn. YCJTOBUA XPAHEHUA B cyxom,
3alUMLWeHHOM OT CBeTa MecTe Npu Temnepatype He Bbiwe 25 °C. XpaHuTb B HegoCTyn-
Hom ana peteit mecte. CPOK TOAHOCTW 3 roaa. He npumMeHATbL NO UCTeUEHUM Cpoka
rogHocTn. YCJIOBUA OTNYCKA U3 ANTEK Mo peuenty. MPOU3BOAUTENb: KataneHt
@paHc beiinxeiim C.A, OpaHuma, Kancymxenb Mnospmens, OpaHuua ana Jlabopato-
pun Ipduk, «J1& HbloToH», 9-11 pio XKaH BpakoHbe, 92366 Ménon-Tla-Dope, OpaHuma
OUPMA-AEPXKATEJIb PEFTMCTPALMOHHOIO YAOCTOBEPEHUA: Wtandapmako
C.n.A, Utanua. 20126, Muna, Boane ®ynbsuo Tectn, 330.

WHCTpyKUMA No meanumnHcKomy npumereruio JM-000284 ot 11.03.2019

Ecnu Bbl xoTUTe COO6WUTD O HeXenaTenbHOM ABNEHUI/peakLm v xanobe Ha KauecTso NPOAyKLMM KOMMaHY, NOXanyiicTa, NO3BOHMTE No TenedoHy:
+7 (495) 933-14-58 (106. 1) unu oTnpaBbTe COOBLIEHME Ha afpec INeKTPOHHOI nouTbl: safety-ru@italfarmaco.ru
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APO6HaA MHPOPMaLVA COAEPKNTCA B MHCTPYKI MMeHeHUIo ieKapcTBeHHoro npenapara UMPOXXUH, N

CMUCOK INTEPATYPbI

1. VIHCTPYKUMA MO NPUMEHEHWIO NIEKAPCTBEHHOTO AnA WnpoxwuH. JIN-000284-11.03.2019. 2. Joshi J.T. A Review on Micronization Techniques.
Journal of Pharmaceutical Science and Technology. Vol. 3 (7), 2011, 651-681. 3. de Ligniéres B. Oral micronized progesterone. Clin Ther. 1999;21(1):41-60. 4. Hargrove J.T., Maxson W.S.,
Wentz A.C. Absorption of oral progesterone is influenced by vehicle and particle size. Am J Obstet Gynecol. 1989; 161(4):948-51. 5. Cheema M., Palin K., Davis S. Lipid vehicles for intestinal
lymphatic drug absorption. Pharm Pharmacol 1987; 39:55-6.

KOro np!

WHOOPMAUMA MPEAHASHAYEHA WCKNIOYATENBHO ANA MEAWULIMHCKMX 1 OAPMALIEBTU-
YECKWX PABOTHVKOB. MOANEXWT PACTIPOCTPAHEHIIIO TObKO B PAMKAX MEPOTPUATUAN,
CBA3AHHBIX C MOBBILUEHVEM MPOGECCHOHATIbHOTO YPOBHA MEAVLIMHCKUX 1 OAPMA-
LIEBTUYECKIX PABOTHIKOB, BK/IIOYAA CMELIMA/IN3MPOBAHHBIE BbICTABKI, KOHOEPEHLIW,
CUMMO3UYMbI U T.A.
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