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Oekna pauun 0 cooTBeTCTBUU

OcHoBHble cBegeHus

Twun gexknapaumm

TexHuyeckue pernameHTbl

Mpynna npoaykuuu EA3C
Cxema geknapmpoBaHuAa

Tun 06beKTa AEeKNapUPOBaHNA

[eKknapauua o cooTBeTCcTBUM
CraTyc geknapauuu

PernctpaumoHHbIii HOMep AeKnapauumn o
COOTBETCTBUM

BpemeHHbIi Homep AeKknapaLmm
[aTa perucrpaumu gexknapauum

[laTa OKOHYaHWA AeiCcTBMA AeKnapaLmm o
COOTBETCTBMM

CBoboaHOE pacnpocTpaHeHMe NPOAYKLMN He
orpaHuYyeHo 3aKoHoAaTeNbCTBOM PO

[aTa v Bpems co3gaHua YepHOBUKA AeKNapaumm
(Mck)

[ata u Bpema nybavkaumm geknapaumm (Mck)

3aasurtenb

Twun 3aasutena
Twun gexknapaHTa

OCHOBHO rocyAapCTBEHHbIM PErUCTPALLMOHHbIN
HoMep topuanyeckoro anua (OrPH)

NaeHTUPUKALMOHHDIA HOMepP HanoronnaTesbliMKa
(MHH)

OpraHu3auMoHHO-NpaBoBas ¢opma

MonHoe HauMeHoBaHWe PUANYECKOro AL
CoKpalleHHOe HavMeHOBaHMNE IPUANHECKOTO /IMLA
damunnna pykoBoanTeNa OPUANYECKOro Inua

Nma pykoBoauTena topnanveckoro amua
OTYeCcTBO PyKOBOAUTENA OPUANYECKOrO ANLA
[onkHOCTb pyKoBOAUTENA

Appec

AOpec mecTa HaxoXKaeHus

Aapec mecTa OCylLLeCcTBAeHMA AeATeIbHOCTU

dopmupoBaHue oTyeTHolM popmbi: 17.07.2024

[eknapauna o cooTBeTcTBUUN TPebOBaAHUAM TEXHUYECKOTO PernameHTa
EBPa3mMinCKOro 3KOHOMMYECKOTO COHO3a (TEXHWYECKOTO periaMeHTa
TamoXeHHOro coto3a)

TP TC 029/2012 TpeboBaHua 6€30MacHOCTM NK1LLEBbIX 406ABOK,
apOMaTM3aTOPOB M TEXHOIOTMYECKMX BCMOMOraTeIbHbIX CPeACTB

TP TC 021/2011 O 6e30MacHOCTV NULLEBOMN NPOAYKLMM

TP TC 022/2011 MNwuwLeBan NPOAYKLMA B YaCTU €€ MAaPKUPOBKHM

[pyrve npoayKTbl, KPOMe NULLEBbIX 406aBOK

1n

CepuiiHbIN BbINyCK

OewncrteyeT

EASC N RU O-RU.PA06.B.07445/24

BPEA3C(TP).PA06.32181/24
17.07.2024

14.07.2029

Ja
15.07.2024 17:48

17.07.2024 19:18

KOpnanyeckoe nnuo
M3rotosutenb

1155476097083

5406591723

O6LecTBa € OrpaHUYEHHOMN OTBETCTBEHHOCTbLIO

OBLLIECTBO C OTPAHUYEHHOWM OTBETCTBEHHOCTbLIO "ATK ®APM"
000 "ATK ®APM"

bypc

Ceprei

BukToposuy

OupekTtop

630049, Poccua, ropoa Hosocnbupck, ynmua BeceHHsa, gom 8, KBapTmpa 3

115088, Poccusa, ropoa Mocksa, npoess, Yrpeluckuii 3-i4, gom 8 ctpoeHue 8
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KoHTaKTHble AaHHble

Homep TenedoHa
Appec 3/1eKTPOHHOW NOoYTbI

CBeaeHUA O rocyfapcTBEHHOM perucTpauum

HavmeHoBaHMWe opraHa, 3aperncTpMpoBaBLLEro
OpraHM3aumio B Ka4yecTBe pPUANYECKOro 1nua

[aTa perncrtpaumnm B Kavectse HOJ1

[aTa npucsoenma OIPH

Kog, npuymHbl nocTaHoBKK Ha yyeT (KMM)
Nuuo, npuHABLLee aeKnapauuto
fAiBnAeTca pykosBoguTenem 3anasutens
Pamumnma nuua, NPUHABLLEro AeK1apaLmio
Nma nvua, npuHABLIEro AeKknapaumio
OTyecTBO /1ML, NPUHABLLErO AeKNapauuto

LoMKHOCTb nua, NPUHABLLEro AeKnapaumio

U3roTtosutenb

Tun nsrotosutena
CoBnagaert C 3aABUTENIEM

OCHOBHO rocyAapCTBEHHbIV PErMCTPALLMOHHbIN
HoMep topuanyeckoro anua (OrPH)

NaeHTUPUKALMOHHDBI HOMEpP Ha/loronnaTe blMKa

(MHH)

OpraHu3aumoHHo-NpaBoBasa popma

MonHoe HavmeHOoBaHME PUANYECKOTO ANLA
damnana pyKkoBoanTeNa pUANYECKOro anua
Nma pykoBoanTeNa topuamyeckoro amua
OT4ecTBO pPyKOBOAMTENA HOPUANYECKOTO /ML
LonKHOCTb pyKoBOAMTENA

Appec

Aapec mecta HaxoXaeHus

CBegeHMA O rocyaapCcTBEHHOM perucTpauum

HavmeHoBaHWe opraHa, 3aperMcTpMpoBaBLLETO
OpraHu13aumio B Ka4yecTse pUaMYecKoro mua

[Jata peructpaumu B kayectse O/
[aTa npucsoenma OIPH

Kog, npuumnHbl nocTaHOBKK Ha ydeT (KMM)

dopmupoBaHue oTyeTHolM popmbi: 17.07.2024

+7 3832427460

inbox@dtkpharm.ru

MexpaiioHHas nHcnekumsa PegepanbHoi HaoroBon cnyxb6bl Ne 16 no
HoBocnbupcKoit obnactu

03.09.2015
03.09.2015
540201001

Ja
bypc
Ceprei

BukToposuy

OnpekTtop

KOpuanyeckoe anuo
Ja
1155476097083

5406591723

ObLecTBa € OrpaHUYEHHOMN OTBETCTBEHHOCTbLIO

OBLLIECTBO C OTPAHMYEHHOWM OTBETCTBEHHOCTbLIO "ATK ®APM"
Bbypc

Cepren

BukToposuy

JOupektop

630049, Poccua, ropoa Hosocnbupck, ynmua BeceHHsa, aom 8, KBapTupa 3

MeskpaloHHasa nHcnekuma PegepanbHoM HaloroBon cnyko6bl N2 16 no
HoBocnbupcKon obnactu

03.09.2015
03.09.2015

540201001

CrpaHunua 2
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MpoussoacTBEeHHbIE NIOWALKU

115088, Poccus, ropoa Mocksa, npoesg Yrpelwckuit 3-i, gom 8 cTpoeHue 8

Appec npon3BoACTBa NPOAYKLMK 115088, Poccus, ropoa Mocksa, npoe3g Yrpelwckuit 3-i1, gom 8 ctpoeHune 8

MNonHoe HaMmeHoBaHMe Ap,pec mecTa ocywecrsaeHnA eATeNIbHOCTU NO U3roTOBNIEHUIO MPOAYKUNA!

OpraH no akKpeauTauum (ynoNHOMOUYEHHbIU OpraH)
lMosHoe HaMmeHoBaHMe YNoNHOMOYEHHOro opraHa  ®eaepanbHana cnyxba No akKkpegUTaLmMm
Afpec mecta HaxoXKaeHua 117997, r. MockBa, yn. Basnnosa, a. 7

KoHTaKTHble AaHHble

Homep TenedpoHa +7 (495) 53926 70
8- 804-333-08-00

AZpec 31eKTPOHHOW NOYTbl fgis@fsa.gov.ru

Aapec caita B cetn MHTepHeT http://fsa.gov.ru

CeeaeHMA 0 NpoayKuUn

MponcxoxkaeHne NpoayKLmMm POCCHA

Obuee HaMMeHOBaHMe NPOAYKLMU Mogcnactutens ctonosbiv Ne 1, Moacnactutens ctonosbin Ne 2.
Mapkuposku «TainGer», «ATK ®DAPM», «A pro»

Ob6wwme ycnoBUst XpaHeHUsA NPOAYKLUN YCnoBus XpaHeHUs U CPOKM FOAHOCTU NPOAYKLMM YKa3aHbl B pUiaraemMon K

NPOAYKLMM TOBAapOCONPOBOANTENLHON LOKYMEHTALMM U/UAKN HA YNAKOBKe
Kaxaol eguHULLbI NPOAYKL M.

CeepeHusa 06 0603HaueHUU, naeHTUGUKaLUU U JO0NONHUTENbHAA MHPOPMALUA O NPOAYKLUN

HavmeHoBaHMe (0603HaueHne) NpoayKLumum Nopacnactutens ctonosbii Ne 1, NMoacnactutens ctonosbi No 2.
Mapkuposku «TainGer», « ATK ®APM», «A pro»
NHasa nHpopmauma o npoayKumnm [eKknapauua cooTBETCTBUA PACNPOCTPaHAETCA Ha NMPOAYKLMIO,

M3roTOBJ/IEHHYIO C AaTbl U3rOTOB/IEHMA OTOBPaHHbIX 06pa3LoB (Npob)
NPOAYKLUUM, MPOLIeALLNX UCCNE0BAHUA (UCMbITAHWA) U U3MEPEHUS,
YKa3aHHyo B aKkTe(ax) oTbopa
Kog TH B3/, EA3C 2106909300
[ OKyMeHT B COOTBETCTBUM C KOTOPbIM U3roTOB/JIEHA NPOAYKLMUA

AokymeHT 1

HanmeHoBaHWe JOKymeHTa MpoayKkuna nsrotosaeHa s cootsetctanm ¢ TY 10.89.19-004-54395348-2022

UccneposaHuA, UCNbITaHUA, U3MeEpPEeHUA

UcnbiTaTenbHas naboparopus

Na6opatopusa 1

HavmeHoBaHMe ucnbiTaTebHOM NabopaTopun MUCNbITATENbHAA NABOPATOPUA OBLLECTBA C OTPAHUYEHHON
OTBETCTBEHHOCTbBIO «CUTMA-MPO», aTTectat akkpeantaunm POCC RU.32055.
MN.00011

Afpec mecTa oCyLLeCcTBAEHUA AeATeIbHOCTH 121096, Poccus, ropog Mocksa, yavua Bacuaucbl KoxuHoin, aom 1, nomedy,. 15/7

Npoun3BOACTBEHHON NabopaTopumn

MpoToKon uccneaoBaHuA (UCNbITaHUA) U U3MepPEHUA

dopmunposaHme oTyeTHOM popmbl: 17.07.2024 CtpaHuua 3
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[Jata npotokona 15.07.2024

Homep npoToKona SIGMA-07-285

[ OKyMeHTbl, npeanonaraemble CXeMOI AeK1apupoBaHUa
TP TC 029/2012
TP TC 021/2011
TP TC 022/2011
WccnepoBaHue TMNa NpoayKLuum

3aKkntoueHune 06 uccnesoBaHMM TMNA NPOAYKLMUK

CTpaHa mecTa HaxoXaeHua POCCHA

Mpu3HaK akkpeamTaLmum JIE]

[ OKymeHTbl, NnpeAcTaB/eHHble 3aaBUTeNemM

Opo06peHne TMNa TPaHCNOPTHOrO cpeacTea/oaobpeHme TMNa waccu

CTpaHa mecTa HaxoXKaeHuna POCCHA

M3meHeHMe cTaTyca

YepHoBUK

[aTa Havyana ycTaHOBKM cTaTyca 15.07.2024

[aTta oKoHYaHuMA geincTBmA cTaTyca 17.07.2024

Oewcrteyer

[aTa Havyana ycTaHOBKM cTaTyca 17.07.2024
QR - Koa

dopmunposaHme oTyeTHOM popmbl: 17.07.2024 CtpaHuua 4



