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YBaxkaemble rocrnoja’

Komnanust AO «nakcoCmutKusiin Tpelaunry (nanee — Komnanus) CBUAETENLCTBYET CBOE
HOYTCHUE W OJIAroJIapUT 32 COTPYAHHYECTBO.

Uudopmupyem Bac o Tom, 4T0 B COOTBETCTBHH ¢ PeiepalbHBIM 3aK0HOM 0T 29 Hos0ps 2018
r. Ne 449-®03 «O BHeceHMHM M3MEHEHHI B OT/E/bHBIC 3aKOHOJATEbHbe akThl Poccuiickoii
dezepanny 10 BOMPOCY BBOJA B TPakAaHCKHIT 000pOT NE€KApCTBEHHBIX NpenapaTtoB Uis
MEIMIIMHCKOTO MpHMeHeHns» (nanee — 3akon 449-MD3) nepesl BBOJIOM CEPHH JIEKAPCTBEHHOTO
npenapara B rpakaaHcKHil 000poT HMIIOPTEP BHOCHT COOTBETCTBYIONLYIO HHpopmarmio B AUC
Pocaapasuanzopa. [lyboaukaums uxpopmauuu B sjexTponHom cepsuce «CBEJIEHHA O
JIEKAPCTBEHHBIX CPEJICTBAX, IMOCTYIUBILMX B I'PAXIAHCKUIT OBOPOT B
POCCUMCKONH  ®EJIEPALIMHW» na  oduumansHom  caiite  PocsmpaBaamzopa
(https://www.roszdravnadzor.ru/services/turnover) ABIISICTCS €MHCTBEHHBIM
MOATBEPHKICHHEM (DAKTa HAXOMNKIACHHS CEPHM JICKAPCTBEHHOTO IpErapara B rpakJaHCKOM
obopore B cooTBeTcTBHH ¢ Tpeboanuamu Poccuiickoii Menepaunu. Cepust 1€KapCTBEHHOIO
npenapara, HH(popMalus 0 BBOJIE B rpaxkaaHcKoii obopoTt koTtopoii orcyrctByetr B AUC P3H,
HE MOJUIeNHT K TPAKIAHCKOMY 00palleHHIo.

C Bcrymiendem B cuiny 3akona 449-03 ¢ 29.11.2019 roma ormeHena npoueaypa
ceprudMKalMK H JeKIapupoBaHus cootseTcTBus kavecrsa JIIT u, kak ciexcrsue, Bbljaua
CeprudukaroB coorsercTBus M Jleknapauuii o coorBercreuu Ha JIII, Beinmyckaembie B
rpaxaanckuii oboport ¢ 29.11.2019 ropa.

B cootBercTBHM ¢ 3akoHoM 449-D3 1 NMPHHATBLIM B LEISIX €r0 MCIOJIHEHUs ITOCTAHOBJICHHEM
[TpaButennctsa Poccuiickoit ®epepauun oT 26 HosOpst 2019 roma Ne 1510 «O nopsake sBoaa
B TIpakIaHCKHi 000pOT JIGKAPCTBEHHBIX NPENaparoB s MEIHLHHCKOrO I[PHMECHEHHSI,
TpeboBaHHE K MPEIOCTABICHUIO JOKYMEHTALMN TAKOH, KaK:

e cepruduKar  NPOM3BOAMTENS  JEKAPCTBEHHOTO  CPEJACTBA,  YAOCTOBEPAIOLIMH
COOTBETCTBHE BBO3UMOTO JIEKApCTBEHHOrO Ipemnapata TpeboBanusam dapmaxoneinoi
CTaThH, a B cllydae OTCYTCTBUA (hapMaKomneiHoii cTaTbn TpeOOBaHHAM HOPMATHBHOH
JOKYMEHTALMH;

® [IOJTBEPK/CHHE MPEACTABUTENA HMMIIOPTEPa, YINOJIHOMOYEHHOIO HMHOCTPaHHBIM
MPOM3BOIMTENIEM JICKAPCTBEHHBIX CPE/ICTB, COOTBETCTBHS BBO3HMMOIO JICKAPCTBEHHOTO
npemnapara TpeOOBaHMAM, YCTAHOBIEHHBIM MIPH €r0 rocyIapCTBEHHOH PErHCTPaLMH;

HIPHUMEHHUMO K OTYETHOCTH Iepe/l HaI30PHBIM OPraHoM H BeinosHsercs Komnanueii npu sBojie
B rpask/IaHCKMiT 000POT JIEKapCTBEHHBIX MPENapaToB MOCPEACTBOM BHeceHus ceaennii B AUC



Poc3apaBHagzopa Ui KakIOil cepuu MM Kak/I0H NapTHM JIEKaPCTBEHHOrO IIpernapara,
nocraBisieMbix Komnanuei.

[My6nukaums unpopmaimu o (pakTe BBoJA B IpakiaHCcKuii 000poT KoHKpeTHOH cepun B AMC
P3H sBasieTcs eIMHCTBEHHBIM MOATBepAKIAeHHeM (AKTa BBOAA B rpazkIaHcKHii obopor
CepHH B COOTBETCTBMM ¢ TpeOoBaHMAMH 3aKoHoJatenbcTBa Poccuiickoit ®enepamnu. Cepus
JICKapCTBEHHOTO Tpenaparta, HHpOpMalHs O BBOJAE B TIPAXKIAHCKOH 000poT KOTOpOW
orcyrcrByer B AMC P3H, ne nojiesknT K rpasaanckomy oépamenuio.

Hacrosiuum yBenomisiem Bac o Tom, 4To BCe JIeKapcTBEHHbIE MIperaparsl, OTrpy:kaemole Bam
Kommnanueii, BbIIYCKalOTCH B Tpax/IaHCKHH 000poT B COOTBETCTBHH C TpeOOBaHHAM
NMPUMEHHMMOr0  3akoHojatenscTBa  Poccuiickoit  @enepaunn B chepe  obpamieHus
JIEKAPCTBEHHBIX CPECTB, BKIIOYAs YKa3aHHbIE BhILIC,

B cootBercTBHH ¢ [TaMATKO# 10 npHEMKe JIEKAPCTBEHHAIX NPENApaToB B CBA3H C BCTYIUICHHEM
B aeiicrBue ¢ 29 nosOps 2019 roja HOBOro mopsjka BBOJA JICKAPCTBEHHBIX IPENapaToB B
rpaxIaHcKuidi  000pOT  TMOCTaBKa  JIGKAPCTBEHHBIX  NPENapaTtoB (32  HUCKIKOYCHHEM

HMMyHOGHOJIOI'H‘-ICCKHX JICKAPCTBCHHBIX npenapaTroB: BaKIMUH, CbIBOPOTOK,
HMMYHOI’JIOﬁyﬂHHOB, TOKCHHOB H aI-iTHTOKCHHOB) MOMKET _COIIPOBOXKIATBECA CJICAYHOUHMH
JOKYMCHTaAMM:

— macnoproM  (cepTu(dUKATOM) I[IPOM3BOAMTENE O COOTBETCTBMM CepUM  (IApTHH)
JIEKapCTBEHHOTO Npenapara TpeGoBaHHAM HOPMATHBHOH JOKYMEHTAlIHH;

— MOJTBEPIKACHHEM YIIOJHOMOYEHHOIO JINOA NPOU3BOJNTENS JIEKAapCTBEHHLIX CPEACTB (s
NpenapaTroB, MPOM3BCACHHBIX HA OTEYECTBECHHBIX MPOM3BOJICTBCHHBIX IUIOMIAJAKAX) MM
OTBETCTBEHHOIO JIMIA OPraHU3alH, OCYUIECTBISIOICH BBO3 JICKAPCTBEHHOIO Mpenapara B
Poccuiickyro  @ezepaiiio W YHNOJIHOMOYEHHOH ~ MHOCTPAHHBIM  MPOU3BOAMTEIEM
JIEKAPCTBEHHBIX CPEJICTB, COOTBETCTBHS BBO3UMOIO JICKAPCTBEHHOIO Npenapara TpefoBanHsiM,
YCTAHOBJIEHHBIM IIPH €0 TOCY/1IaPCTBEHHOH PErHCTPaLHH;

[lpn 5TOM, AEHCTBYIOLIMM 3aKOHOAATEIILCTBOM He MpeiycMaTpPHBAeTcsi 00S3aHHOCTH
IpeIOCTaBICHHs nacnopra (cepTH(hHKaTa) NPOUBBOAMTEINSE O COOTBETCTBUH CepuM (IIapTHH)
JIEKapCTBEHHOTO npenapara TpeOoBaHusAM HOPMATHBHOH JOKYMEHTALMH.

Ha ocHoBanuu Beimensaoxennoro, Kommnanus undopmupyer Bac o Tom, uro:

e  OTrpy3kH JICKAPCTBCHHBIX IPENapaToB, BBIMYIICHHBIX B TPaXAAHCKHH 000poT 10
29.11.2019 roaa, conpookaatores Jeknapaumeii o coorBercTBHH Ml CepTH(HHKATOM
COOTBETCTBHSI, BbIJIAHHEIM HA KOHKPETHYIO CEPHIO JIEKaPCTBEHHOTO NpenapaTa;

e OTrpy3KH JICKApPCTBEHHBIX TNPENapaToB, BHIMYIIEHHBIX B TpakAaHCKHI 000poT ¢
29.11.2019 roaa, ocymecTBisAoTca 0€3 CONPOBOKICHHS NACHOPTOM (cepTH(HKATOM)
TIPOM3BOIHTEIA.

Hacrosiiee nucbMo 1pocuM JOHCCTH [0 CBeAeHUs Bamum napTHepaM H KIHEHTaM.
KoMnauus pacCUMTHIBAET HA JAJIbHEHILICC B3aHMOBBITOIHOC M YCICITHOE COTPYTHHUYECTBO.

C VBakenuem,

M. E. Tapmmun
JupexTtop 1o qucTpuOyLIMOHHOMY H TEHJIEPHOMY KaHajam



AO «nakcoCmutKusitn Tpelaunr»



PEAEPAABHAL CAYXKEA TIO HAAZOPY «CBeieHnA 0 BBOAE B rpaxaaHcKuii 060poT B POCCUICKOIA denepaunn

B COEPE 2APARBOOXPAHEHIS JIEKAPCTBEHHBIX CPefiCTB MO COCTOAHMUIO Ha 22.12.2022 13:02»

Hata BHecenun B Toprosoe Ipou3sogurens Ceegenns o Opranuszanus, Homep Homep, nara
AHC uamsnosanue (BbIMyCKaOMHA Crpana CcTaHaX HopmartiBHas nokymeHTaLHs BbINYCTHBIIAA B CepHH, paspemenns
Pocagpasaansopa KOHTPOJIb) NMPOH3BOCTBA rpaxaascKui obopor napTHH Ha HUIIT
Cepetua®; asposonb TTN015937/01-241117; Ham. Nel
7151 HHTAJAIMA T k [T NO15937/01-241117; Usm. AO
14.11.2022 JIO3HPOBAHHBIN 25 rﬂa]\'COJBI)JIJ'IKOM Opamps | Tpogaxmes, Ne2 k [T N015937/01-241117; R Kkt AA3K )
MKr+125 mkr/mosa | [Mponakmen Dparmis Ham. Ne3 k I1 Tpedmmr"
., weransropsi (1), PAHIL NO15937/01-241117; Ham. Ned x|  PEARHHT
Navyky KapTOHHbIE/ ~ [T NO15937/01-241117




