15.08.2022 r,
Ne 08-22

Tema: MudopmMupoBaHHe 0 NpeJCcTOALLMX H3MEHCHHSX B
KOMTIIJIEKTe COMNPOBOJIUTEIIBHOH JIOKYMEHTALIUH,
NpenocTaBIseMOM TNPH OTTPY3Ke MPOAYKLHH CO CKIana

AO «BAWUEP».

Bcem 3aHHTCPECOBAHHLIM JHIAM

Veaxkaemele rocrogal

AO «BAVEP» cBumetenscTByer Bam CBOE MOYTEHHE H HACTOALINM ITHCHMOM
HH(POPMHPYET CBOHX MAPTHEPOB O TNAHHPYEMBIX HIMEHEHUAX B KOMITIEKTE JOKYMEHTOB,
CONPOBOXAAIOLIIY OTTPY3KY MPOXYKIHH co ckiana AO «BAMEP». Tnanupyercs ¢ 01
centabpa 2022 roja OTKA3aThCA OT NPEAOCTABJICHHS CEPTH(HKATOB TPOH3BOANTENS Ha
OTIPYXaeMyI0 CO CKIajia POy KLHIO.

CornacHo TpeGopanuam Hayiexarueii 1nctpibeoTopeKoii NpakTHKH (peleHe
Cosera Enpasuiickoii skoHomireckoii komuccun or 03.11.2016 Ne80; n.5.8) mest
HeoOxonuMas HHGOpPMALHsA 0 HANMEHOBAHHH H KOJHYECTBE OTrPYkKAeMOil npoayKIH,
CepHH, NTPOH3BOIUTENE, aTe IPOH3BOJICTRA, CPOKE TOAHOCTH ykaszaHa B Cuet — dakrype,
ToBapHoii HaknaaHoii wiu B YHHBEpcanbHOM nepepatounom jaokymente (YIIID) u B
ConpoBoaHTENBHOM JIHCTE,

Bce JIeKapCTBEHHbIE TIPEapaTthl NPOXOMAAT MPOLEnypy BBOAa B I'pawmaHcKuil
oGopor (I'O), mpu koTopoii Poc3ipaBHan30p MPOBEPAT NOKYMEHTAIHIO MO Kax MO
BBOAMMOIT B ofopotr cepun. AO «BAVEP», kak opranisauys, ocyIECTBIAIOIIAS BBO3
nekapcTeeHHbIX npenaparos (JIIT) B Poccuiickyio @enepammio, cobionas tpebosaHus
m2, cr. 52.1 ®epepanpHoro 3akona or 12.042010 N 61-@3 «O6 obpaueHin
JIEKAPCTBEHHBIX  CPEACTBY  TNPeHocTaBnsfeT B Poc3upaBHaizop — CepTH(HKATHL
nponssoautens JIII, ymocrosepstomue cootseTcTBHE BBO3HMoro JIIT TpeGomaHmaM
HopMaTHBHOil jlokymenrtaunn. [Ipencrasurens AO «BAWEP», ynonHoMoYeHHbIi
uHOCTpaHHeiM npoussopurenieM JITI, MOATBEPKIAET COOTBETCTBHE KaXIOH CepHH
pRO3UMOro B Poccumiickyro @epepaipmo JIIT tpeboBaHHAM, YCTAaHOBIEHHBIM HPH €ro
rOCYOapCTBEHHOH PEerHcTpaLi, H TAKKe NPEe/loCTARJIAET AaHHOE TOATBEPKASHHE B
Mepepansuyio  clyx0y mo uagzopy B cdepe 31apaBooxpaHenHs (@ MMEHHO, B
ABTOMATH3HPOBAHHYI0 HH(OPMAIMOHHYIO cHcTeMy Pocsjpasnansopa). B pesymbrate
BLILIEH3IOKEHHBIX onepaiuii na caiite @enepanbHoii ciyxObl no Hagsopy B cdepe
snpasooxpanenusi (Poc3apasHaazop), B pasaene Jlexapersennsie cpenctsa / CBeneH:s 0
JIC, BBOmUMBIX B I'paxcranckuii oGoport, myGmukyercs nHpopmauus o reefeHHoii 8 'O
cepun JIIT.

JTONOMHATENBHO KAy IBIil AHCTPHOBIOTOP MOMET CaMOCTOSTENHHO TPOBEPHTD
Ha o(uuHaNEHOM caiite Poc3jpaBHaizopa, 4To cepra Beeaena B I'paxianckuii 060poT.

Taxum o6pasom, AO «BAWEP» B monHoii Mepe cootseTcTByeT TpeGoanuam 61-
@3 «O6 obpauieHnH JTeKapCTBEHHBIX CPEACTBY H Y CyOBhekToBR 00palleHus He JTOMKHBI
BOZHMKATH COMHEHHS KACATENBHO HOCTOBEPHOCTH MPEOCTABIMEMBIX CBeicH i, B cisu
C BBILIECKA3AHHBIM BWINTCA HEleneco00pa3HbIM JOMOIIHHTENLHOE TNPEIOCTABIEHHES
JIOKYMEHTOB Ka4€CTBA HA KAXJLYIO OTTPYKAEMYIO CEPHIO.
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