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Tema: MudopmupoBatue o npejcTosmX H3MeHEeHHsIX B
KOMIUIEKTE COIPOBOJIMTENBHOI JOKYMEHTALIHH,
NPEIOCTABIISEMOM TIPH OTIPY3Ke NMPOJAYKUHH CO CKIana
AO «BAUEP».

Beem 3anHTEePeCOBAHNBIM JIHIIAM

Yeanaemple rocnojal

AO «BAHEP» CBHIETENbCTBYET Bam CBOE NMOUTEHHE 1 HACTOAUINM [THCHMOM
MHQOPMHUPYET CBONX NAPTHEPOB O MIAHIPYEMBIX H3MEHEHIAX B KOMIICKTe NIOKYMEHTOB,
COMNPOBOXAAOUHX OTIPY3KY Npojykimu co ckiana AO «BANEPy. [Tnanupyercs ¢ 01
centabps 2022 roja 0TKA3aTHCA OT NPEIOCTABNEHHS CEPTH(MKATOB NPOM3BOANTENS HA
OTIPYIKACMYIO CO CKNANA TPOAYKILHIO,

Corsacho TpeGobaimsm Hamnexaeii ancTpubbloTopekoii npakTHKH (pelenie
Cosera Espasniickoil skonomimeckoii komuccnn or 03.11.2016 Ne80; n.5.8) mca
HeoOXomnMas WHGOPMaLUA 0 HAHMEHOBAHHH i KOJIMIECTBE OTrpyX)aemMoil npoayKiumi,
CEPHH, IPOH3BOANTEIE, IATC NPOU3BO/ICTEA, CPOKE FOAHOCTH yKasaHa B Cuet — (hakType,
ToBapHoli naknapnoit win B YHUBEpCATLHOM MepesaToOYHOM nokymenrte (YITII) u B
ConpoBoauTensHOM Jiicre,

Bee nekapetsennsie npenapatel npoxoust npouenypy ssona B I'pancaanckuii
o6opor (I'O), npu koropoii Pocsapashanzop NPOBEPAT JIOKYMCHTALUMIO 10 KaXIOii
sBOIMOIT B oBopor cepiti. AO «BAMEP», kak Oprannsaiyis, ocyuecTpAAoIas BBo3
JiekapcTeentbiX npenaparos (JIIT) 8 Poccniickyio ®enepaiuno, cobmonas TpebGoBaHis
n2, cr. 52.1 denepanboro sakowa or 12.04.2010 N 61-03 «OG6 obpaienni
JICKApCTREHHLIX  cpeacTs»  npenoctapnser B Pocaapashamsop — cepridikath
npowmssoantens JII, ynocrosepsoume coorsercrsie Brosnmoro JIIT TpeboBaHisM
HopmatisHoii  nokymentawnn. Ilpencrasutens AO «BAMEPy, YNOJHOMOYCHHBII
HHocTpanHeiM  nponssoauTenem JIIT, noaTeepikaaeT coortseTCTBHE KAk Ol cepHu
BBO3UMOro B Pocciiickyio ®enepawmio JITT TpeGosanmsm, YCTaHOBJICHHBIM TP} €ro
TFOCY/IAPCTBENHOIT PErHCTPaUNK, I TAKKE NPEeNOCTABIAET AanHoe MOATBEPIKACHIE B
Denepanbhyio  cnyrby 1o Hamzopy B cepe 3upasooxpamenus (a IMEHHO, B
ABTOMATH3HPOBAHHYIO HH(OPMALHOHHYIO cicremy Pocsapasnansopa). B pesynbrate
BBILICH3JIOXKCHHBIX onepawii Ha caiite eucpanbhoii cnyxOb 1o Hansopy B cepe
3npasooxpanenns (Pocsapasransop), B pazuene JlekapeTseHnsie cpencrea / CeefieHns o
JIC, sBoammbix B Mpakaasckmii oGopor, nydnukyercs wHpopmaius o seeneHHoii B IO
cepui JIL

JIONONHUTENLHO KaXIBIT AHCTPHOBLIOTOP MOKET CAMOCTOSTE/ILHO NpPoBEPHTD
Ha ouumabHoMm caiite Pocsipasraasopa, urto cepist sseaeha s I paskaanckiii obopor.

Taxum obpazom, AO «BAMEP» B nosuoii Mepe cooTeercTByeT TpebonaHmaM 6 |-
@3 «OO6 obpawenn JICKAPCTBEHHBIX CPEACTBY i1 Y CYObEKTOB obpaluenns He HOJKHBI
BO3HHKATb COMHEHHA KACATENILHO JOCTOBEPHOCTH NPEAOCTABIIACMBIX CBeNeH il B cBaan
C BLILICCKA3AHHBIM BHANTCA HELENECO0GpasHbiM JIONONIHHTENLHOE NPEIOCTABIEH e
JIOKYMEHTOB KauecTBa Ha KaXylo OTIpYKaemyio cepHio.

Pykosoaurens aenapramenta JJorueTigm,
IIOJ.Ulcp)KKII nponam H KPEIHUTHOrO MCHCDKME
AO «BAHEP»

Henoaunrens - Koponesa C.H.
+7 495 231 1200 (n06. 2806) ; +7 916-108-74-82
Swetlana koroljovag@bayer.com
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