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Oekna pauun 0 cooTBeTCTBUU

OcHoBHble cBegeHus

Twun gexknapaumm

TexHuyecKkne pernameHTbl

lpynna npoayKunmn EASC
Cxema aeKknapupoBaHusa

Tun o6bekTa AeKnaprMpoBaHma

D,EKnaan,Mﬂ O cooTBeTCcTBUMU
Cratyc geknapauum

PerMcTpaumoHHbI HOMep AeKnapauum o
COOTBETCTBUM

BpemeHHbI HoMep AeKnapauum
[aTa perucrpaumu aeknapauum

[aTa OKOHYaHUA AeCTBUA AeKnapauum o
COOTBETCTBUMN

CBoboAHOE pacnpocTpaHeHme NPoAYKLMN He
orpaHMYeHo 3aKoHoAaTeNbCTBOM PP

[ata 1 Bpems co3aaHma YepHOBMKa AeKaapauum
(Mck)

[ata u Bpemsa nybamkaumm ageknapaumm (Mck)

3aasurtenb

Tun 3aasutens
Twun gexknapaHTa

OCHOBHO rocyAapCTBEHHbIN PerMcTpaunoHHbIN
HoMmep topuandeckoro anua (OrPH)

NaeHTUOUKALMOHHbBIN HOMep HanoronaatenblmKa
(MHH)

OpraHu13aLMoHHO-NpaBoBas popma

MonHoe HanmeHoBaHUe ropungnyeckoro amua
CoKpallleHHOe HauMeHOBaHMe IPUANYECKOTrO NLA
dammana pykosoanTena rpuanyeckoro anua

Mmsa pykoBoaguTena ropmuanyeckoro anua
OT4ecTBO pyKOBOAMTENA HOPUANYECKOTO /ML
LJonxKHOCTb pyKoBOaMTENA

Appec

AZpec mecTa HaxoXKaeHusa

Appec mecTa oCyLLecTBAeHMA AeATeNIbHOCTH

dopmupoBaHue otyeTHol popmbl: 13.03.2025

Jeknapaums o CooTBETCTBUMN TPeOOBAHMAM TEXHUYECKOTO pPeriameHTa
EBPa3sniiCKOro 3KOHOMUYECKOTO CO3a (TEXHMYECKOro pernamMeHTa
TamoXeHHOro coto3a)

TP TC 029/2012 TpeboBaHMA 6€30NacHOCTU NULLLEBbIX 406ABOK,
apOMaTM3aTOPOB U TEXHOIOTMYECKUX BCIOMOTaTe/IbHbIX CPeACcTB

TP TC 021/2011 O 6e30MacHOCTV MULLLEBOMN NPOAYKLMM

TP TC 022/2011 MNuwieBan NPOAYKLUMA B 4aCTU €€ MapPKUPOBKM

[pyrve npoayKTbl, Kpome NULEeBbIX A406aBOK

1

CepuitHbIN BbIMYCK

[OevictByeT

EASC N RU [-RU.PA09.B.53666/24

BPEASC(TP).PA09.88425/24
30.10.2024

15.10.2029

[a

16.10.2024, 16:4

30.10.2024, 07:0

KOpuaunyeckoe nmuo
M3rotosuteno

1155476097083

5406591723

ObLecTBa € OrpaHUYEeHHOM OTBETCTBEHHOCTbLIO

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

bypc

Ceprei

BukToposuy

OvpekTop

630049, Poccun, ropoa Hosocnbupck, ynmua BeceHHsa, aom 8, KBapTmpa 3

115088, Poccus, ropos Mocksa, npoesg Yrpelickuii 3-i4, som 8 ctpoeHune 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 otyeTHol popmbl: 13.03.2025

+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

Afpec a3NeKTPOHHOW NOYTbI fgis@fsa.gov.ru

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

CeeaeHuMA 0 NpoayKUUU

MpoucxoxkaeHne NpoayKLmu POCCHA

Obuiee HaMMeHOBaHWE NPOAYKLMK JInodnnunsat BOGHOMO IKCTPaKTa MHANMNCKOrO MUHAANA, MAaPKMPOBKa
"TanGer"

ObLwwue ycnoBumsa XxpaHeHUA NPOAYKLMM YcnoBus XpaHeHUA U CPOKM FOAHOCTU NPOAYKLIMM YKa3aHbl B NPUIAraemon K

NPOAYKLUMN TOBAaPOCONPOBOAUTENbHOWM AOKYMEHTAUUKN U/UNK Ha yNaKoBKe
KaX4o0i eauHULbl NPOoAYKUUMN.

CeepgeHna 06 0603HaueHUN, MAeHTUOUKALMU U A40NONHUTENbHAA MHPOPMALMA O NPOAYKLUU

HanmeHoBaHue (0603HaueHne) NPoAYKL MM JInodmnunsat BOAHOro 3KCTPaKTa UHANNCKOro MUHAANA, MAaPKUPOBKa
"TanGer"
NHaa nHpopmaumsa o npoayKumm [eKknapauna cooTBETCTBMUA PACNPOCTPaAHAETCA HA NPOAYKUMIO,

W3roTOBJIEHHYIO C AaTbl N3roTOBAEHUA 0TOBpaHHbIX 06pa3Los (Npob)
NPOAYKUMN, MPOLeALLINX UCCNe0BaHUA (UCNbITaHWA) M U3MEPEeHUs,
yKasaHHyo B aKTe(ax) oTbopa

Kog TH B3/, EASC 2106

JOKYMEHT B COOTBETCTBUM C KOTOPbIM U3rOTOB/IEHA NPOAYKLUA
AokymeHT 1

HanmeHoBaHWe fOKymeHTa Mpoaykuna nsrotosaeHa s cootsetctanm ¢ TY 10.89.19-006-54395348-2022

UccneposaHuA, UCNbITaHUA, U3MepPeHUa

WUcnbiTaTenbHan nabopartopus

Na6opatopua 1

HavmeHoBaHWe ucnbiTaTelbHOM nabopaTopun MUCNbITATENbHAA NABEOPATOPUA OBLECTBA C OTPAHUYEHHOMN
OTBETCTBEHHOCTbIO «CUTMA-MNPO», atTectat akkpeamTtaumm POCC RU.32055.
M1.00011 ot 22.03.2024

Afpec mecTa oCyLLeCcTBAEHUA AeATeIbHOCTH 121096, r. MockBa, BH.Tep.r. MyHuuunanbHbii Okpyr dunesckuii Napk, yn

Npoun3BOACTBEHHON NabopaTopumn Bacuaucol KoxkuHoi, 4. 1, nomewy, 15/7

MpoToKon uccneaoBaHuA (UCNbITaHUA) U U3MepPEHUA

dopmunposaHme oTyeTHON popmbl: 13.03.2025 CtpaHuua 3
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[Jata npotokona 16.10.2024

Homep npoToKona SIGMA-10-308

[ 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 16.10.2024

[aTta oKoHYaHuMA geincTBmA cTaTyca 30.10.2024

Oewcrteyer

[aTa Havyana ycTaHOBKM cTaTyca 30.10.2024
QR - Koa

dopmunposaHme oTyeTHON popmbl: 13.03.2025 CtpaHuua 4



