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NupopmanuonHoe  nmMcbMO  AJIA
CIEeLMATHCTOB 3{PABOOXPAHEHUSA

CumMBacTaTHH-CcOAep KalIHe JIEKAPCTBEHHbIC NMPenaparbl — JIeKAPCTBEHHbIE
B3aMMOJECHCTBHUSI, CBSI3aHHbIE C TOBBINIEHHbIM PHCKOM MHONATHH U
padnoMuo/iM3a NpPH OJHOBPEMEHHOM INPHMEHEHHHM ¢ MNAJOOHUKINOOM U
pUOOIUKINOOM

VYBakxaeMbl€ CHEIUAIMCTHI CUCTEMBI 3/I]paBOOXpaHEHMUs !

JlemapTaMeHT JIEKQpCTBEHHBIX CPEJACTB W MEIUIMHCKUX W3JEIUN MpU
MunucrepctBe 3apaBooxpaHeHusi Kbipreizckoit  PecnyOnuku — uHpOpMUpyeT
CHEIUAINCTOB 3JIpaBOOXPAHEHHUS O HOBOW UWHGOpMaMK 1O OE30MaCHOCTH
JIEKAPCTBEHHBIX  MPEMaparoB,  COJIEpPX AUIMX  CUMBACTaTWH,  Kacaroulencs
JIEKapCTBEHHBIX B3aUMOJICUCTBHM C MATOOIMKINOOM U pUOOITMKINOOM, CBI3aHHBIX
C TIOBBIIICHHBIM PHUCKOM pa3BUTUS MHOIATHU W PaOJOMHONM3Aa TMPU HUX
OJHOBPEMEHHOM ITPUMEHEHHUHU.

C yuérom oruéra Komurera mo oreHke pHCKOB B cdepe (apmakoHam3opa
(PRAC) mo pesynpTaTaM OIICHKHA TEPUOJAMYECKUX OOHOBIISIEMBIX OTUYETOB IIO
o6eszonmacHoctu (PSUR) nns cumBacraTtuHa, CHOPMYITHPOBAHBI  CIICTYIOIIHE
Hay4YHBIC BBIBOJIBI.

Ha ocHOBaHMM UMEIOIIUXCS JAHHBIX O JIEKAPCTBEHHOM B3aMMOICUCTBUHN MEXKIY
CUMBACTaTUHOM M MNAJOOIUKIMOOM, a TaKXKe MEXIy CHUMBACTaTUHOM W
pUOOLIMKINOOM, OJTyYEHHBIX U3 HAYYHOM JIUTEPATYPbl U CHOHTAHHBIX COOOIIEHUIN
(BKJIFOYasi ciiydau C YETKOW BPEMEHHOM B3aMMOCBS3BI0O W TOJIOKUTEIbHBIM
adexkToM mociie OTMEHBI TEpanuu), a TaKKe C Y4E€TOM MPaBIONO00HOTO
Mexanu3Ma B3aumozeincteusi, PRAC cunTaet, 4TO MPUUMHHO-CIIEICTBEHHAsI CBS3b
JIEKapCTBEHHOTO B3aWMOJICHCTBUS MEXIy CUMBACTaTHHOM W MaTOOIMKIMOOM, a
TaK)K€ MEXKITY CHMBACTATUHOM W PUOOMMKIMOOM, 1O MEHBIIEH Mepe, SBISETCS
BEPOSITHOU.
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e OpHOBpeMEHHOE TMPUMEHEHWE CHUMBAcTaTMHA © mNamoonukimba He
PEKOMEHIYETCSI B CBS3M C BO3MOXKHBIM TIOBBIICHHEM pHUCKA Pa3BUTHSA
MUOIIATUHU U pabIOMHUOIH3A.

e OIHOBPEMEHHOIO NPUMEHEHHMS CHUMBAacTaTMHA W PUOOIMKINOA CcleayeT
n30erarh.

Jlumepamypa:

https://www.ema.europa.eu/en/documents/psusa/simvastatin-cmdh-scientific-
conclusions-grounds-variation-amendments-product-information-timetable-
implementation-psusa-00002709-202504 en.pdf
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