15.08.2022 r.,
Ne 08-22

Tema: Uuopmuposanme o NPEJCTOAMX M3MEHECHUSX B
KOMIUICKTE CONPOBOMTENLHOI JIOKYMCHTaLIHH,
NPCAOCTABIISICMOM NPH OTTPY3KE NPOAYKUMH CO cKIilaaa
AO «BAUEPy.

Beem JAHHTEPECOBAHNBIM JIHIam

YBakaempic rocnojal

AO «BAHEP» coheTenseTyer Bam cBoE nourtenue i nacrosuuim [THCLMOM
HHpOPMIPYeET CBONX TAPTHEPOB O IIAHNPYEMBIX HIMEHEHSAX B KOMIICKTE JOKYMCHTOB,
CONPOBONCAAIOLNX OTIPY3KY NPOAYKUMK cO cKiaa AO «BAMEP. [Tnaunpyercs ¢ 01
centibps 2022 roaa orkasartses ot TIPCAOCTABJICHHSA CEPTH(MKATOB NPOI3BOANTENS Ha
OTIPYKACMYIO CO CKIIAJA NPOAYKIMIO,

Cornacno tpeGosanam Hamiexaueii AMCTPHOBIOTOPCKOIT npakTiki (pewenie
Coseta Espasuiickoii JKonomieckoii  komuceni or 03.11.2016 Ne80; 1.5.8) mea
HEOOX0oMas HHOPMALWS O HaMEHOBaI 1t KOJINCCTBE OTIPYyX)aeMmoii npoaykiuis,
CEPHM, PON3BOANTENIC, IATC NIPOH3BOACTBA, CPOKE FOAHOCTH ykaszaua B Cuer — pakrype,
Tosaphoii naknaamoit win YHUBEPCAILHOM MePeAaTOUHOM nokymenre (YIII]) u B
Conposoirrensrom micre,

Bee siekapersennic npenapati TNIPOXOMAT Npouenypy BBosa B I'paskuanckuii
oGopor (I'O), npu KoTopoii Pocsupasnanzop nposepst JOKYMCHTALMIO 1O Kajkoii
BBROIIMOIT B 0GOpoT Cepin. AO «BAVEP», kax Oprannsaums, ocyuecTaIsionas Bpos
JiekapeTsennbix npenaparos (JII1) s Poceniickyio ®esepatuno, cobionas TpeGoBaHis
.2, cr. 52.1 ®epepanbnoro 3akona or 12.04.2010 N 61-03 «0O6 obpauenn
JICKAPCTBEHHBIX  CPEeACTBY  npepocTapiaser B Pocanpasnanzop cepridkaTsr
niponssoantens JIlI, ynocrosepsiomne coorsercrnie BBO3iMoro JHT TpeGopanimsm
HOpmaTusHolt  nokymentauwni. Ilpencrasnrens AO «BAMEPy, YNOJIHOMOYCHHBIIT
HHOCTpatHbIM  nponssotenem JIIT, noaTBEpKAAET CcOOTBCTCTRIE Kaxuolt cepun
BBO3IMOrO B Poceniickyio ®enepawno JITT TPEGOBAHNAM, YCTAHOBACHHBIA npu ero
FOCYAAPCTBERHOI perucTpawmi, i TakxKe NPEAOCTABASET Aanioe HOATBEPXKACHHE B
Denepanbhyio  ciyxby o Hajsopy B cepe 3upasooxpauenis (a HMEHHO, B
ABTOMATH3NPOBANHYIO HHPOPMALIOHHYIO CHCTCMY Pocsupasnansopa). B pesyabTare
BBILCH3JIOMCHHBIX onepaumii Ha caiite Deuepanbuoii cnyxbul no Hau3opy B ciepe
3npasooxpaunenns (Pocaapasnansop), B pasuene Jlexkapctaenusie cpencrna / CeeaeHis o
JIC, BBOmMMBLIX B Mpaskcancknii obopor, ny6nukyercs HHpopMaws o sBeneHHoI B 'O
cepui JIIT.

Jlononnurensio kaxcapiii JAHCTPHOLIOTOP MOXET CaMOCTONTEILHO 1POBEPHTH
Ha oHaILHOM caiire Pocsnpasuansopa, uro cepus sencna p I' paxkaanckuii oGopor.

Taxim obpasom, AO « BAUEP» s nonmoii MEpe cooTsercTBYET TPCGOBAHIAM 6] -
D3 «O06 obpawenin JickapcTseHnbix CpeacTsy ity cyOnexron obpauienis He KoMK
BO3HHKATL COMHEHIA KACATEALHO I0CTOBEPHOCTIN NPEAOCTABISCMBIX cpesiennii. B cpazn
C BBILICCKAZAHNBIM BHANTCA  HEIENCCOOBPA3HBIM  IONONHITENbHOE npejlocTasieHie
JIOKYMCHTOB KaCCTBA HA KAXKJLYIO OTIPYKACMYIO CePHIO.

PyKOB()lllITeJll- JlenapTamcn'm JIOTPHCTHKI,
llOlUlcp)KKll npona)« H KPCILIITHO[‘O MCHCJDKME
AO «BAUEP»

Henommurrens - Koposnesa C.H.
+7 495 231 1200 (106. 2806) ; +7 916-108-74-82
Swetlana koroljova@baycr.com

® amnvah ¥

B

A
BAYER

E

R

I
AO «BAUEP»

107113, Poccus, Mocksa

yi. 3-a PuiGnuckas .18, cp.2

Ten.: (495) 234 20 00

www.bayer.ru

\\\\\\\\\\\\\\\\\



«CBefieHnA, BHeCeHHbIe B aBTOMaTU3MPOBaHHYI0 MH(POpMaLMOHHYI0 cucTeMy Poc3apaBHag3opa nepeg BBOAOM B
rpaxgaHckunii odopoT cepuii, NapTUin NeKkapcTBeHHbIX cpeacTs/ NHdopMauma o BulAaHHbIX Poc34paBHaf30pOM paspeLlleHnax
Ha BBOJA B rpaxaaHckuin odopoT B Poccuinckon ®epgepaumm cepum nam naptTmm MMMyHOOMO0/10rM4eCcKoro 1eKapCTBeHHOro
npenapaTa, No COCTOAHUIO Ha 26.04.2024 13:35»

PEAEPAALHAR CAYNBA TIO HAAZOPY
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JaTa BHeceHHS B HMpoussogurens .(:;" m’. Homep Homep, nata
AHC Toproeoe ( y Crpana C ° HopmaTuBHAS NOKYMEHTALMS V! S——" CcepHH, paspeleHHs Ha
Pocanparnanzopa KOHTPOJIb) ™ oGopor napTHH HIn
. N JITT 001457-250112; Ham. Nel k JIIT 001457-250112; Ham. Ne2 k JITT
Reaperro®: TadneTne Dancp AL Tepmana (Hpoumozmeren: (rorosod 001457-250112; How. Ne3 K JITT 001457-2501 12; Hm. Ned x JIIT
MOKPHITHIC [UICHOUHOMA JI®)); Baiiep AT, l'epmanns (Y nakosumx/cacosums 001457-250112: Hiam, No x JITT 001457-250112: Ham. Ne6  JIIT
2. i aih - Bait ba S L N2, g g . N " EP"
06.03.2024 obonoukon 20 mr 14 wr., Baiiep AT’ T (8 nepi yI0 y )): Batep AT, Tep 001457-250112: Maws, NeB x JTTT 001457-250112- Maw, Ne7  JITT AO "BAHEP' BXK2773
GmcTeps (2), nauku (Y nakoBmuk/hacoBumK (BTOPHYHAS/TPETHYHAS 001457-250112: Ham. NeO x JITT 001457-250112: Ham. Nel0 & JITT
Kaprome/ > ymanourd)) 001457-250112; Msw. Nel 1 x JITT 001457-250112




