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KomnaHus MetaHedpoc

Komnanust MetaHedpoc 6bina ocHosana B 2023 rogy. E& npuopuTETOM SBASRETCS NPOM3BOACTBO
ANanusaTopos, KOTOpble NpoMaBoaATcA B Poccun B COOTBETCTEMM CO cTaHaapTamu |SO 13485:2016 u
cooreeTcTBytoT TpebosaHmAm Esponeiickoro Cowsa Kk mapkuposke CE. Komnanwma cymena
BOCMOMNb30BATLCA ONLITOM, 3HAHUAMMW W TEXHWHECKWM NApTHEPCTBOM NEPEAOBLIX NAPTHEPOB U3 DpaHLvK,
Mepmarumn 1 Kanaaei. OBnagan GonbluMm onbiTom paboTsl, KOMNaHUSA ABNASTCA 3KCKMO3NBHBIM YECTHBIM
NPOW3BOLUTENEM Pa3NWYHbLIX AWENW3ATOPOB C BbICOKOW W HW3KOW CKOPOCTBIO MPOTOKE, YAOBNETBOPAS
3HaUYNTENbHYIO YacTb TepanesTWYecknx noTpebHocTelr cTpaHbl. Komnanna cnocobHa ygoBNETEOPWTH
nOTpEﬁHOI:TM BCEX NayweHToB, HaxofsAlWMXcA Ha duanuse B CTpaHe. HOCTH)KBHHE CEMDDKYHEGMCICTM
ABNAETCA IMaBHOW LEMbIO KOMNaHuw, w aAns obecneyeHus pocTa NpoW3IBOACTBA OHA Hauana 3KkenopT
AVanW3aTopoB Ha MEXAYHAPOAHBIE PhIHKA.




Cucrema ynpasneHus kayectBom MetaHedppoc

CraHpapT ynpaeneHus kayecTsom pa3paboTaH B COOTBETCTBMK € TpeBoBaHnAaMMN
ISO 13485:2016, » BCe NpoUecChl KOMNAHWKW NOCTOAHHO KOHTPONWPYKTCA Ha
cooTseTcTBME 3TuM TpebosaHusam. Kpome Toro, komnawus MeTtanedpoc
nonyumna wmapkupoeky CE, cobniogas Ttpeboeawma Esponeickoro Corosa.
Wecnonbays coepemedHoe nabopatopHoe obopyaoBaHe W KBannguUMpOBaHHbIX
N ONbITHBIX COTPYAHWKOB, KOMMNAaHWS rapaHTWPYeT COOTBETCTBME CBOEi
npoaykuuu TpeboBaHMAM MEXIyHapoAHblX CTaHjapTos, BKModasa SO
8637-1:2017 v 1SO 8637-2;2018. YnyulleHWe CMCTEM Ka4YecTea W NoBbILLEHWE
Ka4ecTea npoaykuan pocturaeTcA Gnarogaps TECHOMY B3aUMOAEWCTBWIO
OTAENOB WCCMER0BaHWA W pa3paboTok WM KOHTPOMA Ka4ecTea, YTO ABMNAETCA
HEW3IMEHHOW LUenb KOMNaHWA.

[SO 13485

Cce

1984

kiwa




MonuacgpupcynbgpoHoBLIE AnannU3aTopbl

PUREMA®

YHukanbHas TeXHONOorks NpoLecca BNUAET Ha npodgune
pasgeneHns npy hopMUpoBaHMA MeMEGpaHsbl.

X Bonee TONCTLI pa3aenuTenbHLIA CNOoii.

E Octpeiid npoduns cura (S.E.T)

E OnTUMM3vpoBaHHOE pacnpeaeneHue Auanu3ata no  Gokam
(PE.T)

Bonee BbICOKAA MeXaHW4YECKas NPO4YHOCTL, ofecneduBaLlan
HU3Kue noTepw ansGymuHa.

BHICOKOE YARNEHNE CPEAHIX MONEKyTT. Monepe4yHoe ceyeHne memEpaH
MakcumanbHbIA KNTMPEHC HU3KOMONEKYNAPHBIX COBAMHEHWA,

ME K

ObecneyeHue KayecTBa

B otgene obecneuenna kauectea komnaHwn MeTtanedpoc pabotaloT cneywanwcTel, obnagaiowve
creymansHbiMy 3HaHuAMKY. OHK TaIOKE 3aHNMAIOTCA MOHUTOPWHIOM M OLEHKON BCEX NMPOWIBOLCTBEHHbLIX
Npoyeccos 1 NNaHpyoT COBEPLUEHCTBOBaHWE CUCTEMbI Ka4ecTea. Ll,anb TaKora MOHWTOPKWHa 1 OUgHKA —
nogaepxmeate cTabunbHOCTL cUCTEM oOECneYeHus KayecTBa W BLIABMATB cuTyauwn, Tpebywowme
ynydywenus, Otpen obecneyeHns KayecTBa COCTOWT W3 OTAENa KOHTPONA Kadectsa, oThena
AokymMeHTUpoBaHus, nabopaTopuid u oTaena moHuTopuHra GMP.

Orgen GMP paboraeTr ¢ npoecCUOHaNbLHLIMA U OMLITHLIMW  COTPYAHWKAMW ANA CO3faHWA U
nogAepXaHnsg Hagnexallux yCrnoBuii NpoU3BoACcTBa M BhINYCKa BICOKOKAYECTBEHHON NPOAYKLIW,

MEMBRANA

Now proudly port of IM ==————

www.metanephros.ru
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PE.T.® : TexHonorusi nosbiweHus NPON3BOAUTENLHOCTH

CneficepHbie HUTU U3 NONWaTUNEHTEpedITanaTa CocTOAT U3
MHOTrOPUNAMEHTHBIX HUTEA, MHTErPUPOBaHHbBIX B NYYKN BOMOKOH:

® Ynyuywaer pacnpeaeneHue AWanuaara no AWannaaropy

X Ysenuumeaer nokasaTenu knupeHca i.,
X lMoagepkueaer crabuneHblie pabodne xapaKkTepucTUKK: §

s Ha npoTsiKeHWN BCEro nepruoaa neveHns
« OT guanvsaropa Kk AManuaaTopy

S.E.T.: TexHonorusi yny4uweHuns npoceMBaHus
PUREMA® MoBepXHOCTb CO CTOPOHLI KPOBU

OTo yHUKanbHas 3anareHTOBAHHAA TEXHOMNOrWA, npW KoTopol obpasyetcs
MHOKECTBO aKTWBHBIX MMAPOMOGHBIX W rMapodWNbHBIX LUEHTPOB, KOTOPbIE, C
OJHOW CTOPOHbLI, CNOcOOCTBYIOT MOTEPE BOALI, @ C APYrol — NpeaoTBpaLlanT
notepio Genka. CoOOTBETCTBEHHO, AWANW3aToOPbl, W3rOTOBMEHHLIE MO 3TOW
TEXHOMOMWK, PA3NUYAIOT MaTEPUansb!, HE NogNexallne YTUNusayun.

X AKTUBHBIN MOHUTOPUHI NOBEPXHOCTH

& Hwakan noteps Benka

(@ Bonee wwWpokwe nopel

X Bonee pasHomepHOE pacnpegeneHue nop

371 ocobeHHocT obecnednBsaoT;
X Bonee KpyTyK KPUBYHO NPOCEMBAHUA
X Bonee cenekTMBHOE yaaneHwe

MEMBRANA

Now proudly part of 3M

www.metanephros.ru

XapakrepucTuku nonuacupcynb@oHOBLIX 41MaNKU3aToOpoB

B cotpyaHuuectse ¢ PUREMA, YHUKANbHbIE W BCEMWPHO W3BECTHbIE BONOKHA (ANA BbICOKONOTOYHBIX AWANW3ATOPOB)

OTAUYHLIA BHOCOBMECTHMLIA NonUMMep
FapaHTupyeT MeHbLUE CCNOMHEHNA Npu Anannae

TpexcnoiHan acuMMEeTPUYHAA CTPYKTYPA

« PaggenntenbHelin, ONOPHLIA N KOHTPOMBHLIA CrIoKN

+ Caman TOHKAaA CTEHKa CPeAM CUHTETUYECKUX memBpaH (35 mim)
+ Bonee TONCTLIA pasgenuTentHbli cnon

TexHonorua NOBLIWEHWA Npou3BoguTensHocTh (P.E.T)

* YnyyluaeT pacnpeseneHne Ananviara no Auanusartopy, 4To NpuBoANT K NOBBHLUEHNIO 3HAYEHWA KNUPEHEa 1
noAAepHaHno cTabuneHol NPoU3BOANTENBHOCTI

TexHonorus ynyyweHus npocemeanns (S.E.T)

«Boree pasHoOMepHoOe pacnpeaeneHue nop

+ AKTUBHOE ynpaBneHne NoBEpXHOCTLIO

+Bonee CeNnekTUBHOE yaaneHue

+HawmBbicLuee yganeHne cpegHux Monekyn (Hanpumep, B2m)

+Boree BbICOKWI KNWPEHE W CKOPOCTb YNETPaMUNETRALUMN MO CPABHEHMIO C aHANOorMYHLIMK AUanusaTopamn



NMonucynb¢goHOBLIE AManu3aTopsbl

[nyBokwe 3HaHws B obnacT npowseoacTea MewmBpaH rapaHTWPYIOT NpPOW3BOACTBO
BbICOKOKaYECTREHHbIX MONUCYNboHOBLIX MemGpaH, KOTOpble MOrYT WCMONL30BaTLCA B
AVAnu3aTopax ¢ HW3KOW W BLICOKON nponyckHoW cnocoBHOCTeI0. MonoBonokoHHEIE MeMGpaHsl
ofecneyusaoT MaKcUMansHo IhdeKTBHOE YAaNeHWe YPEMUYECKUX TOKCUHOB B HW3KO- W
CpeAHeMONeKyNAPHLIX AWANa3oHax, rapaHTupya Tem cambiM MaKCHMMAnbHYIO COBMECTUMOCTL C
nauveHTamu. YHWKanbHas nopuctas  CTPYKTYpa MembpaH, a TaKkKe MpeBoCcXoAHas
remMoCOBMECTUMOCTE OGeCcneYMBaloT BLICOKY 3(QEeKTMBHOCTE YAANeHWA TOKCWHOB, Jenas
npouece Ananuaa MakcUMansHo KOMMOPTHBIM ANA NaUMEHTOB ¢ 3aG0NEBaHNAMMN NoYEK.
BecnpeuedeHTHas TEXHONOMMA MWKPOBOMHWUCTOCTH NPEAOTEPALYAET ChUNaHWE OTAENbHbIX
membBpad Bo Bpems Ananu3a. Takum oBpasom, MUKPOBONMHUCTOCTE FrAPaHTURYET YNyJLUEHHBIA W
CTa0WNEHBIA KOHTAKT KPOBK G ANaNW3aToM.

TonwmHa creHku membpad 40 mikm obecrieqnBaeT ynydylUeHHbIA NPocEeT ANs onTuMU3aLnn
apeKTUBHOCTI Anannaa.

AKcnnyaTauMoHHbIe XapaKTepMCTUKKN NONU3UPCYNbEOHOBLIX AWanu3aTopos

MonuacupcyneoHOBLIE AManu3aTops.l

KnupeHcs! (Mn/MuH)
Obsem MAowyagse
Tun m u:fmu MoueBnHa |KpeaTnHut| ®ocdarsl [Buramit Bizl WIHYNMH | 3anonHeHms [nosepeocry
) QB= | QB= | Qe | Q= | QB= © QB= | QB | QB= | QB= | QB | KPOBBIO (M) (W2)
200 | 300 | 200 {300 | 200 | 300 | 200 | 300 | 200 | 300
N3cr 10 HN 8.4 518 A7 5214 155 :185 (134 1154 | 91 | 99 | - - 59 1.0
nacrisun| 104 629 181 :230 169 : 207 (149 : 176 | 108: 121 | - - 71 1.3
nacrienn| 12.1 757 188 : 244 |178:224 |158 : 188 | 117 : 131 | - - 90 1.6
necrismn| 17.0 | 1123 | 196 | 269 |183 (252|168 208 | 124 141 - | - 12 18
nacrizoen| 54 916 | 191 | 257 |186 241|177 (221 | 136] 156 | 99 107 72 1.3 Auanusatop
‘nacrwuan B2 1167 194 : 271 | 191 :254 | 184 : 237 | 148 172 | 111 124 89 1.6 /
‘I'IECHSOBI'I 78 1321 198 277 [ 195 5253 1395245 1531 180|118 | 133 110 1.8
¥ P P Boinu F in vitro B €0 |
1S0 8637-1:2017
QB: 300/200 mn/muH, QD: 500 mamuy, QF: O mafmud, T: 37 °C
HM: QuanusaTop HWskoro npotoka, BM: [wanusatop BeCOKOrD MpoToka BOJ1 H“ GTOCTb Ka I1 “nnﬂ prlx MeMG pa H

www.metanephros.ru



3|ccnnyaTauu0|-||-|b|e XapakTepucTUKM nonucynbOHOBbLIX ANANU3aToOpPoOB

MNMonucynecoHoBLIE AUanu3aTopsl

Knupercs! (mn/muH)
Koapgmpesn Obsem Mnowjags
Tun 1“? 544 KoA. | Mouesmsa |Kpeatunun| docdars: [Butamun Bo| MHYRUH | sanonHeHms [nosepxHocri
ki pris) M/ MUH - KpoBGIO (Mn)| (M2}
Xapalrrepucrmm ﬂOﬂHCYﬂbCpOHOBbIX Auvanu3aTtopoe aB={ b= | aB= | @GB= | Q8= | QB= | QB=| QB= | Q8= QB=
200 © 300 | 200 i 300 | 200 | 300 | 200 i 300 | 200 300
TexHONOrUs MUKPOBONHUCTOCTH :  — -
ner1oHn 6.8 637 183 1 231|164 196 | 140 158 | 73 | 78 - = 58 1.0
+» BonHooBpa3stan cTRYKTYpa Nonbix BOMOKOH BIWAET HA NOTOK AWannaara BHYTpY guanuaaropa :
oM iSHE Al e e R neriabn | 8.8 748 | 191 243 | 178{218| 150{ 178 [ 86 { 93 | - | - 69 13
* ONTUMU3MPOBAHHAR PEOMOrNA ANAnU3aTopa Ans NPEBOCXOAHON NPON3BOANTENEHOCTH Mer16 HN 12.9 1064 | 195: 266 | 184 237 | 161! 192 | 111 {125| - | - 86 16
MakcuManbHO BbICOKaA MPOM3BOAMTENbHOCTL MCr 18 HN 15.5 1292 | 197 : 276 | 188 259 171 211|129 | 144 | - - 105 18
MoHLWIM HANANLHLI OBLAM, MEHLLIS THAGTONMA nerioogn| 32 778 | 184 = 246 | 168 | 205| 156! 186|105 | 118 | 72 | 78 59 10
ToHkan cTeHka memBpaHb! (40 mkm) t 1
nerisoen| 43 836 | 1891 251|175 221| 170 205|120 | 135| 86 : 95 9 13
Mcr 160 BN 55 1145 | 195: 270 | 191 252 | 183! 233 | 142 | 165|108 : 120 a8 16
ncr 180 BN 59 1265 | 196 © 275|193 | 260 | 187} 242 | 149 176 [ 116 1131 105 1.8

METAHEOP®C

www.mataneph ros.ru IS0 8637-1:2017
QB: 300200 mnivuH, QD 500 mnmuH, QF: 0 mnivus, T: 37 °C

HMN: Ouanwsatop Huakoro npoToka, BMN: JuanusaTop sLIcoKom npoToka

Je Xaf F SbinK 1 1in vitro B co

www.metanephros.ru



Mpopaxu u obcnyXuBaHUE KITMEHTOB

Mpogamu, awcTpuByuwa u ofcnywwBaHne KNWEHTOB OCYLUECTBNAIOTCA WCKMIOYUTENLHO
KomnaHwen MetaHedpoc.

® Omaen ofcny#vBaHnaA KNMeHTos paBoTaer KpyrnocyTouHO 1 63 BbIXoAHBIX
YnoeneTeoperne noTpeBHOCTeN KIMEHTOB — Hall IMaBHbIM NPUopUTET

B Bce xanobbl 1 NPEANOKEHWA PacCMaTpPMBAIOTCA B KpaT4anlune CPoKK

B HenpepbiBHbLIA aHanWs MUPOBOro PbiHKA ANA YNYYLUEHWA Ka4ecTsa NPoAYKLMM

Appec: 109316, r. MockBa, BH. Tep. I. MyHULMNANbHBIA OKPYT
MeyaTHuKi, Np-kT Bonrorpagckuii, 4. 42, K. 5

Caift: www.metanephros.ru

METAHEOP®@C

www.metanephros.ru

www.metanephros.ru



OEAEPAABHAS CAVSKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHS
(POC3APABHAA30P)

PEFI/ICTPAHHOHHOE Y,ZIOCTOBEPEHHE

HA MEAWLIMHCKOE U3AEJIUE
ot 23 w0z 2025 rogza Ne P3H 2025/25965

Ha Menunmuckoe u3nenue

JAmannzaTop 4715 reMoAHATH3a OXHOKPATHOr0 IPHMEHEHHS
o TY 32.50.50-002-69941839-2024

Hacrosiiee perucrpaiiioHHOE yI0CTOBEPEHHE BBIIAHO

O6mecTBO ¢ OrpanuYeHHOl oTBeTcTBeHHOCTRI0 "METAHE®POC"
(OO0 "METAHE®POC"), Poccusi,

109316, MockBa, BH.T€p.I MyHHIIMNAJLHLIA okpyr IleuaTHuku,
np-kr Boarorpaackmii, a. 42, k. 5, nomem. 1H

IIpousBogurens

O6mecTBO ¢ orpanu4eHHo# orBeTcTBeHHOCTHIO "METAHE®POC"
(O00 "METAHE®POC"), Poccus,

109316, MockBa, BH.Tep.r MyHAIHNIANLHLIA okpyr IlewaTnukny,
np-kT Boarorpaackmii, a. 42, k. 5, nomem. 1H

MecTo IpOM3BOICTBE MEIMITMHCKOTO H3ETUS
CM. NPUJIOJKEHHE

Homep perucrpamnmonsoro nocse Ne P/I-70177/18311 ot 11.07.2025
Kiacc noteHmuanbHOrO pECKa MPUMEHSHHS MEIUIIMHCKOTO M31eus 26

Kox O6uiepoccuiickoro kiaccu(GuKaTopa IpoLyKIuy 110 BUAAM SKOHOMAYECKOH
nestenpHOocTH 32.50.50.190

Hacrosinee perucTpaniioHHOE YIOCTOBEpEHIE HMEET IPUIIOKEHHE Ha 2 JIUCTax

A.B. CamoiiioBa

0085633

M N &




DEAEPAABHASA CAVSKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHS
(POC3APABHAA3OP)

MPUJIOSKEHUE

RPETHCTPALHHOHHOMY YAOCTOBEPEHHUIO
HA MEAWLIWHCKROE U3AEJIUE

ot 23 utoas 2025 roxa Ne P3H 2025/25965

Ha Mepununackoe u3nenme
Auanu3zaTop A5 reMoiMaIN3a OJHOKPATHOT0 IPHMEHEHHS
no TV 32.50.50-002-69941839-2024, B BapriauTax UCIIOIHEHHS:
L. Nnanmsarop s remoauanusa oxHokpatHoro npuMenenus IIDCI 10 HII, B cocTage:
1. Juamazarop IIDCT 10 HII - 30 1mT. B TpaHCIOPTHOM YIIAKOBKE.
2. MHCTpyKIMS IO IPUMEHEHHIO - | 3K3. B TPaHCIIOPTHOM YIIAKOBKE.
I1. JTnanusarop i reMoauanu3a oxHokparaoro npumenenus IIDCI 13 HII, B cocrage:
1. Mmamazatop IISCT 13 HII - 30 mrt. B TPAaHCIOPTHOM YIIAKOBKE.
2. IHCTpYKIHS IO NPHMEHEHHIO - | 3K3. B TPAHCIIOPTHOM YIIAKOBKE.
III. lmanusatop Ay reMoauanusa ogaokparHoro npumMenenus IIDCT 130 BIL, B cocrase:
1. Huamusarop IT9CT" 130 BII - 30 mitT. B TpaHCIOPTHON YIIAKOBKE.
2. MHCTpYyKIHA IO IPUMCHEHHIO - | 9K3. B TPAHCIIOPTHON YIIAKOBKE.
IV. Tnamasarop s reMoauanu3sa ofgHokparaoro npumenenus [19CI 16 HII, B cocrase:
1. Muanuzarop IISCT" 16 HII - 30 wit. B TpaHCTIOPTHOM YIIAKOBKE.
2. MncTpyKIus 10 IPUMEHEHHIO - | 9K3. B TPaHCIIOPTHOMN YIIAKOBKE.
V. JluanusaTop 1y reMoauanusa ogHokparaoro npumenenns IICIT 160 BII, B coctase:
1. Juamuzarop ITSCT 160 BII - 30 mrt. B TpaHCHOPTHOM YIIAKOBKE.
2. MHCTpYyKITHS IO IPUMEHEHHIO - | 9K3. B TPAHCIIOPTHOM YIIAKOBKE.
V1. lmanuzaTop is reMoauainia oqHokparHoro npumerenus [I19CT 18 HIT, B cocrase:
1. Muamuzarop IISCT 18 HIIL - 30 mit. B TpaHCIIOPTHOM YIIAKOBKE.
2. IHCTpYKIHS 110 IPAMEHEHHIO - | 9K3. B TPaHCIIOPTHOM YIIaKOBKE.
VII. uanuzarop mns remoauanmsa oauokparHoro npuMenenns II9CT 180 BII, B cocrage:
1. Jmamasarop IT9CT 180 BII - 30 mit. B TpaHCHIOPTHOM YIIAKOBKE.
2. MHCTpyKIHA [T0 IPAMEHEHHIO - | 3K3. B TPAHCIIOPTHOM YIIAKOBKE.
VIII. JluanusaTop A7 reMoauaiunsa ogHokpaTHoro npumenenus IIDCT 20 HII, B cocTage:
1. Muanuzarop IISCT 20 HII - 30 mrt. B TpaHCIOPTHOM YIIAKOBKE.
2. IHCTpYKIMS IO IPUMEHEHHUIO - | 9K3. B TPAHCIOPTHOM YIaKOBKE.
IX. lmanuzatop Ajst reMoauanu3a oqaokparuoro npumenenus [I9CT 200 BIT, B cocrase:
1. Tmamaszarop IISCT 200 BII - 30 mt. B TpaHCOOPTHOM YIIAKOBKE.
2. VHCTpYKIHS 110 IPUMEHEHHIO - | 5K3. B TPAHCIIOPTHOM YIIAKOBKE.
X. AmammisaTop 1y reMopuanusa oxHokparnoro npumenenus [ICT 10 HIT, B cocrase:
1. Iuamusarop IICT 10 HIT - 30 mmrt. B TpaHCIIOPTHOM yIaKOBKE.
2 I/IHCTPYKHI/ISI 10 IPAMEHEHHIO - | 9K3. B TpchnopTHoﬁ YIIaKOBKE.
AMCHEHUS IICT 100 BII, B cocTage:

Pyxonomnem, ®DeagepanbHOit cuymﬁlgﬁ

110 HA/130py B cdepe 3APABOOXPAHEHNIT | A.B. CamoiinioBa

0167896
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OEAEPAABHASA CAYJKBA 1O HAA3OPY B COEPE 3APABOOXPAHEHMA
(POC3APABHAA3OP)

MPUNIOYKEHUE

RPETHUCTPALHIHOHHOMY YAOCTOBEPEHHUIO
HA MEAWLIUHCROE U3AEJIUE

ot 23 mogs 2025 roxa Ne P3H 2025/25965
JIuer 2

XII. inanu3zarop 1t reMoquain3a ogHokpataoro npuMenenus [ICT 13 HII, B cocrage:
1. JTmamusarop IICT" 13 HIT - 30 mT. B TpaHCIIOPTHOM YIIAKOBKE.
2. HCTpYKIMS O TPUMEHEHHIO - | 9K3. B TPAHCIIOPTHOM YIIAKOBKE.
XIII. Auanu3aTop i reMoauanu3a ogHokparHoro npumenenus IICT 130 BII, B cocrase:
1. Juamusatop I1CT" 130 BII - 30 1mT. B TpaHCIIOPTHOM YITAKOBKE.
2. IHCTpyKIHS IO IPUMEHEHHIO - 1 9K3. B TPAaHCIIOPTHOM yIIaKOBKE.
XIV. Nuamu3zarop is reMoauanusa ogHoxparaoro npumenenns IICT 14 HIT, B coctase:
1. Huanuzarop IICT" 14 HIT - 30 1T, B TpaHCIIOPTHOM YIIaKOBKE.
2. IscTpyknus IO IPUMEHEHHIO - | 9K3. B TPAHCHOPTHOM YIIaKOBKE.
XV. Inanusarop ais reMoauanusa ogaokparnoro npumenenns [ICI 140 BII, B cocrage:
1. Tmammu3arop IICI" 140 BII - 30 mt. B TPaHCIIOPTHOM YIIAKOBKE.
2. IHCTpyKIMS 110 IPUMEHEHHIO - | 9K3. B TPAHCIIOPTHOM YIIAKOBKE.
XVI. luanuzatop ais remoananusa ofgaokparsoro npumenenus [ICT 16 HII, B cocrase:
1. Munamuzarop [ICT" 16 HIT - 30 mT. B TpaHCIIOPTHOM YIIAKOBKE.
2. IHCTpyKIMst IO IPUMEHEHHIO - | 9K3. B TPAHCIIOPTHOMN YIIAKOBKE.
XVII. Juanu3arop s remoauanmusa ogHokpataoro npamernenns [ICI 160 BIL B coctase:
1. Aunamuzarop I[ICT 160 BII - 30 1mT. B TpaHCIIOPTHOM YIIAKOBKE.
2. IHCTpYKITHS 110 IPHMEHEHHIO - | 3K3. B TPAHCIIOPTHOM YIIAKOBKE.
XVIIIL. HJuanuzatop g reMoauanu3a ogaokpataoro npumenenus [ICT 18 HIT, B cocTage:
1. JTuamasarop IICI" 18 HII - 30 mT. B TpaHCIOPTHO#H yIIaKoBKe.
2. MHCTpYKIHS IO MPAMEHEHHMIO - | 9K3. B TPAHCIIOPTHOM YIIaKOBKE.
XIX. Tnanuzarop 1y remo uanusa ogHoxparaoro npumenenus [ICT 180 BII, B cocTase:
1. Jmamuzatop IICT" 180 BII - 30 mT. B TpaHCIOPTHOM yIIaKOBKE.
2. MHCTpYyKIMS ITO NPUMEHEHHIO - | 9K3. B TPAHCHOPTHOM yIaKOBKE.
XX. duanuzatop s remoauanmusa ofgHokparaoro npumenenus [ICT" 20 HIT, B coctase:
1. Imamusarop IICT 20 HIT - 30 mT. B TpaHCopTHOM yIIakoBKe.
2. VIHCTpyKIMS IO IPUMEHEHHIO - | 9K3. B TPAHCIOPTHOM YIIaKOBKE.
XXI. Tmanu3zaTop ans reMonuanu3a onHokparaoro npumenernus [ICT 200 BIL B cocrage:
1. Tnamuzatop TICT" 200 BII - 30 mT. B TpaHCTIOPTHOM YITAKOBKE.
2. VIHCTpyKIIMS 110 TPUMEHEHHUIO - | 9K3. B TPAHCIIOPTHOM yIIaKOBKE.
MecTto npou3BOACTRA!
1. OO0 "METAHE®POC", Poccus, 109316, MockBsa, BH.TEp.T. MYHHAITUIATBHEIN OKPYT
Ieuwatnuku, np-kt Bonrorpaackuit, 1. 42, k. 5, momer. 1H.

7 , Estehard Industrial Zone, IRAN.

=
A.B. CamoiiioBa

0167897

i,




AnnapaT ana remoananumisa METAHEOP®@C

[EMOTOK

g

MpounaseneHo
B Poccun



Annapar ana remogunanuaa

[EMOTOK

METAHEOP®@C
Cekuuu annapara Mapamerp Cneunduraumn
HD
Tunbi 06paboTku Ha ocHose EMKanGOHaTa W auerara
OaHOUroNbHBINA U ABYXUIONbHbIN
Yucroe yaaneHue HuUaKocTu 100 ma/u - 2000 ma/u
Cucrema
T S ——— HeuHpaausHan GpnoymeTpudecKan MNorpewHocTs MmeHee 100 ma/y
ALY TPay Tun usmepenHua CUCTEMA U3MEPEHWA B pEMUME
OHNANH
KoHueHTpauma 6ukapbonata | 2,4 mCm/cm - 3,6 mCm/cm NorpewHoctb meHee 10%
KoHueHTpauma HaTpua 12,5 mCm/cm - 15,5 mCm/cm MorpewHocTs MmeHee 5%
Temnepatypa guanusara 35°C-39°C MorpewHoctb meHee 0,5°C
Ownanuzar
Bpema ananusa 15 MuH - 10 4 MorpewHocts MmeHee 0,5%
CropocTb NOTOKa guanu3ara 300-700 ma/muH MorpewHocTs meHee 2%
Tun 6uxkapboHara KoHTeliHep Ana KapTpuaKa unm koHueHTpar bukapboHara
CKOpOCTb NOTOKa KpPOBU 20-700 mn/MuH MNorpewHoctb meHee 5%
Hacoc ans KpOBY Wcrionbaosadne GecluyMHOro [BUIaTeNA NOCTORHHOTO TOKA C NPUBOAOM,
paboTatolyum oT choes
OﬁHapy‘}HEHHE KpoBaW ana MakcumaneHoit BezonacHocTu nadMexTa Npu NoQKAKYEHKA
“ W OTHAIOHEHWMK NAUKWEHTa
poBb
YNbTPA3aYKOBOMW JaTYUK BOIAYKA, PACNONOKEHHBIN BAKKE BLErD K 3aMUMY, C BHYTPEHHER
Aatumkm Kposu CAMOLANATHOCTURON W OBHAPYMEHMEM NY3BIPEKOB BO3AYXA > 40 MK/
YNLTPa3ByKOBOW AATYMK YPOBHA B BEHOIHOW KAMEPE ANA NPeAoTRPALLEHHA NonaaaHuA
BO3AYXA € BOIMOMHOCTEIO PEFYNMPOBKK YPOBHA
MNonoxeHune B aByx TO4Kax: BeHO3HaA, apTepuanbHan
TYMK a WaNbHOTo
Aa preg JOwuana3oH Or1-350 no 450 mm pr. €T
AaBAEHUA
TouHoCTb 1 mm pT. €T
TYMK YTEUKM
H " i
Aa KpOBH O6HapyeHue yTeukn Kposu ¢ paspetieHnem 0,35 ma/muH
- Larosbliit ABuratent ¢ TO4HOM Hacrpauweaerca B nporpammHom obecneyesnn gna
[enapuHOBLINW HAacoC NAHeliHOM cueTeMol Pa3NMYHbIX THNOB W PA3MEPOB WNPULEs
Pazmep wnpuua 10, 20 mn
AHTHKOArynAuuMA TOUHOCTb 5%
[o3svposaHue bontoca
Pabouan nporpamma MNpoaonkeHe A03UPOBaHMA
MNporpammupyemoe BpeMs OCTaHOBKU
De3nHderyua lopAYan NPOMBIBKA, XMMUYECKAA Ae3UHDEKUWA, ropAYan XMMUYeckan gesvHderuus
Mpoueccop u cucTema 3awuThl BcTpoeHHas cuctema
Pasmep: 15 aoiimos
JNeKTpUYecKan cucrema

WHTepdeic

Paspewenue: 1024*768

CeHcopHbIi akpaH: PCAP




Cekuum annapara Napametp CneumuduKkauma

HomuHaneHoe

220~ 230 B nepemeHHoro Toka / 50 Iy, / makc. 10 A
HanpaxeHue/yacToTa/cuna Toka

Tun po3eTku Tun F (Espona, Poccun)

Avanaso nopaiu Cranaaprt EN 23500 ana auanmsa / 0,9-6 6ap / 5-30 °C
BO/Abl/AaBNEHWA U TEMNEpaTypbl

[ManasoH cavsa MponyckHaa cnocobHocTb camea 800 (ma/muH) / Boicota 15~ 50 cm /

Temnepartypa 90 °C
[unana3oH pabounx Temneparyp 15-45 °C
EN I1SO 13485, ISO 9001, EN 60601-1, EN 62366-1, EN 60601-2-16,
AR R EN 60601-1-8, EN 62304
Obusme rexHueckue Knaccupmkauma pucka Il b cornacHo Aupektuse EC ana meauLMHCKUX u3genwii 93/42/EEC
XapaKTepuCcTUKKU
Tun be3sonacHocTK Twun BF, IEC 60601-1
BbIKNOYEHWE NOCAE NPOMbIBKW
Mpodunuposarue
MOHWTOPHHT pEaNbHOTO KPOBOTOKA
CamoTtecTmposaHue
S oAAREKEEETH HacTpavBaemoe MeHI0 ANA YCTPAHEHUA HEUCNPABHOCTEN

Uunkn onopomHeHna GUALTPOB WU KapTPUAKEN
Mamepenue Kt/V
OHnaiH-uamepeHune peansHoro YP-uanyyeHuna

LleHTpanbHbIiA 3aMOK
[atynK apTepuanbHoro AasneHns B TPEX TOYKax: BEHO3HbINA, apTepuanbHblii U BXOA, AWannsatopa
Mrna ana 6ukapboHaTHoro pacTeopa
MOHWUTOPHHT apTEPUaNbLHOTO AaBNeHUA NauneHTa
Pe3epBHbI akKyMynaTop

Onuuu OAHOMroNbLHBIN annapar ¢ AeKOHAEHCUPYIOWMM HAcoCoM

HDF co BTOpbIM Hacocom
®unbtp pacteopa HDF 1 dunsTp BXOAHOMR BoAb

CucTema OTCNEKUBAHWA KapTbl NauuenTa
OUCTaHUMOHHbLIA 0BMEH AaHHbIMK
HDF ¢ nuporedHbiMm GunsTpoMm

MpousseneHo
B Poccun
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KOHTAKTbI

Appec: 109316, r. MocKBa, BH. Tep. r. MyHUUMNaNbHbIA OKpYr
MNeyaTHUKK, Np-KT Boarorpagckui, 4. 42, K. 5
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®EAEPAABHAS CAVSKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHAM
(POCSAPABHA,A,SOP)

PEFHCTPAHHOHHOE YAOCTOBEPEHHE

HA MEAWLIMHCKROE U3AEJIUE
oT 24 uroasn 2025 roga Ne P3H 2025/25962

Ha MEIUIMHCKOE U3]IeITHe
Ammnapar s remoguanusa "I'EMOTOK' no TV 32.50.21-001-69941839-2024

Hacrosmee peructpainoHHOe YIOCTOBEPEHIE BLIIAHO
O6mecTBO ¢ OorpaHHYeHHOl 0TBEeTCTBeHHOCTHI0 "METAHE®POC"
(000 "METAHE®POC"), Poccus,

109316, MockBa, BH.T€p.I' My HHIIUTAIbHBII oxpyf IHeuaTHukmn,
np-KkT Boarorpaaekmii, a. 42, k. 5, nomem. 1H

ITpousBonutens

-O6mecTBoO ¢ orpannyenHoii oreercrBeHHocThI0 "METAHE®POC"
(000 "METAHE®POC"), Poccus, :

109316, MockBa, BH.Tep.r MyHHIHNIAILHBII oOKkpyT IleuaTHHKH,
np-kT Boarorpancxui, . 42, k. 5, nomem. 1H

Mecto IIPOMU3BOACTBA MCAHITMHCKOI'O U3 ACIIHA
CM.OPHJIOKCHUEC

HOMep peructpanuonHoro gocke Ne P/1-70176/18308 ot 11.07.2025
Kirace noTeHIInaIsHOTO pHCcKa IPUMEHEHHS METUIIMHCKOTO H3IeTus 26

Kozn O6mepoccuiickoro kiraccudukaTopa IpoIyKIHy 110 BUIAM SKOHOMHYIECKOU
nesrensHocta 32.50.21.130

Hacrosiee PETUCTPAITMOHHOC YAOCTOBEPEHUE UMEET IPHUIOKCHHEC HA 1 mucte

npukasoM PocsapaBranzopa ot 24 mrons 2025 rozza ik 4565

PykoBoanteb DenepaabHOil cryKObI NON
110 HaA30py B cepe 3ApaBOOXPAHEHHS ;" ‘ = A.B. CamoiisioBa

0085858




CDEA,EPAAI)HASI CAVKBA TIO HAA3OPY B COEPE SAPABOOXPAHEHVIH
(POCBAPABHAABOP)

R PETUCTPALIUOHHOMY Y/IOCTOBEPEHUIO
HA MEAWUWHCROE U3/IEJIUE
ot 24 mwoasn 2025 roga ~Ne P3H 2025/25962

Ha MepunusCKOE U3Meme

Annapar g remoananma "I'EMOTOK" no TY 32.50.21-001-69941839-2024, &
cocrase: :

- anmapar JJi1 reMoauanu3a - 1 Imir.;

- CTO¥WKa JUIsl BHYTPUBEHHBIX BIMBAHUH - 1 mIT.;

- Je3uH(QUIUPYOIIHA JTOTOK - 1 IIT.;

- COEIMHATENbHAs TPyOKa - 2 IIT.;

- Iep>KaTenb Ul Ananu3aropa - | mr.;

- HHCTPYKIHS 10 puMeHeHunio Ha CD - 1 mt.;

- HHCTPYKIIMS 1O IPUMEHEHHIO - | 11T,

Mecto npousBojacTBa:

1. 000 "METAHE®POC", Poccust, 109316, Mocksa, BH.Tep.T. MyHUIIUTIATLHEI OKPYT
INewarnuky, np-kt Bonrorpanckwit, 1. 42, . 5, momemn. 1H.

2. Novatis TEB Company, No.201, Golestan 4th St. Bostan 5th St. Hafez St. Aboureihan
Blvd, Eshtehard Industrial Zone, Alborz, IRAN.
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PykoBogutens @exepaabHoil CIIyKOBI o -
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KapTpup)xu c bukapboHaTtom
HaTpusa ona reMmoguanusa

METAHEOP®@C

ol

METMHEQPC s
Hedpoclak C 550r -
s C o0, 68 I

Heppactan € S501  hanco,

METAHEQP@C
BCE S W Rt




MakeTbl N KAPTPUAKN C MOPOLLKOM
OukapboHaTa HaTpusa

= MonHocTLI0 aBTOMaTU3UPOBaHHbLIN NPOU3BOACTBEHHLIN NPOLECC, COOTBETCTEYIOWMIA HOBENLUMM MUPOBBLIM TEXHOMOTUAM.
= MNopowok 6ukapboHaTa HaTpUA COOTBETCTBYET cTaHgapTam M Hopmam USP, BP u Eur Ph.

« BuocoBmecTUMOCTL
= NogxoguT ona gUanusa NPoSCMKATENBHOCTBIO A0 5 YacoB NPW CKOPOCTU NoToka guanusara 500 mn/muH.

= 3Hak CE2195 agna HedpocKapT, Hedpocllak n Hecpocllak C

—RER

MpoaykT Mogenu MaTepuan naketa/kapTpuaxa
Hedppoclak 550rp, 650rp, 750 rp PA/PE

Hedppoclak C 550rp, 650rp, 750 rp PA/PE

| HecppocKapr | 550rp, 650rp, 750rp |PP |

| Hedbpocnak 550,

Hedppochak 550r Ncho,

e,

METAHE®P@C

SZUTEST (€.




DOEAEPAABHASA CAVKBA 11O HAA3OPY B COEPE 3APABOOXPAHEHMA
(POC3APABHAA3OP) '

MPUIOYKEHUE

KRPETHCTPALIHOHHOMY YAOCTOBEPEHHUIO
HA MEAWLIUHCROE U3AENHUE

ot 23 uroast 2025 rona Ne P3H 2025/25956
Jhuer 1

Ha mepunuaCcKoe u3nenue

Kaprpuuk mequnuackuii 6nxap6onatasii no TY 32.50.50-003-69941839-2024, B
BapHaHTaX HCIOIHECHUS:

I. Kaprpumx Mepununackuit Oukapbonarasit HedpocKapr 550r, B kapTpumxe, B cocTaBe:
1. Kaprpumx memunuacKuil OukapOoHaTHEIH - 10 OIT. B TpaHCIOPTHO# yIIakoBKe.

2. IHCTpyKIHs [0 IPUMEHEHHIO - 1 9K3. B TPAHCIOPTHOH yIIaKOBKE.

II. Kaprpumk megunuackuii 6ukapbonatasni HegpocKapr 650r, B kapTpumKe, B cocTase:
1. Kaprpumx MmeauiacKkuii OukapbonatHbii - 10 mT. B TpaHCIOPTHON YIIAKOBKE.

2. MHCcTpyKIHus O IPUMEHEHHIO - 1 5K3. B TPAaHCIOPTHOHN yIIaKOBKE.

II1. Kaprpumx Meaunuackuit 6ukapbonarusii HeppocKapr 750r, B kKapTpuixe, B cocTaBe:
1. Kaprpumk MeaunuHCKIH OuKkapOoHaTHBIN - 10 mIT. B TpPaHCHIOPTHOH yIaKOBKe.

2. IHCTpyKItHs 110 MPUMEHEHHIO - 1 9K3. B TPAHCIOPTHOH YIIaKOBKE.

IV. Kaptpumx menunusckuit Oukapbonarusiit Hedpocllak 550r, B makere, B cocTase:

1. Kaprpumk MeaunuHCKA#H OukapOoHaTHB - 10 mT. B TPaHCIIOPTHOH yIIaKOBKE.

2. VIHCTpyK1LHS 110 IPUMEHEHHIO - 1 5K3. B TPaHCIOPTHOM YIIaKOBKE.

V. Kaprpumx menummHckuit Oukapoonatasiii Hedpocllak 650r, B makere, B cocTaBe:

1. KapTtpumx MemunuaCcKuit OnkapOoHaTHEIM - 10 mT. B TpaHCIOPTHOR YIIAKOBKE.

2. MHCTpYKIHS 110 IPEMEHEHHIO - 1 5K3. B TPAaHCHOPTHOHN YIIaKOBKE.

VI. Kaprpumx mequnuackuit 6ukapoonarasii Hedpocllak 750r, B nakeTe, B COCTABE:

1. Kaptpumk MequnuHCcKui 6ukapOoHATHEI - 10 1IT. B TPAHCHOPTHON YIIAKOBKE.

2. VIHCTpyKIuS IO IPUMEHEHHIO - 1 3K3. B TPaHCIOPTHOM YIIaKOBKE.

VII. Kaptpumk MeaurmHckmii Oukapbonarasiit Hedpocllax C 550r, B makere, B cocTaBe:
1. Kaprpumx mepunuacKuii OnkapOoHaTHbii - 10 mIT. B TpaHCIIOPTHOM yIIAKOBKE.

2. laCTpyKIHs 110 IPUMEHEHHIO - 1 9K3. B TPAHCIIOPTHOH yIIaKOBKe.

VIII. Kaprpumx menurmackuii Oukapbonarasiit Hedgpocllax C 650r, B makere, B COCTaBe:
1. Kaprpumx MmemunuaCcKuil 6ukapOoHaTHBI - 10 MIT. B TpaHCIIOPTHON YIIAKOBKE.

2. MacTpyKius 110 IPUMEHEHHIO - 1 9K3. B TPAHCIIOPTHOH YIIAKOBKE.

IX. Kaprpumk meaunuackuit 6ukapbonatusiit Hedpocllak C 750r, B nmakere, B cOCTaBe:
1. Kaprpumx memunusckuit 6ukap6oHaTHbi - 10 mT. B TPAaHCTIOPTHOM YIIaKOBKE.

2. lHCTpy KM 10 IPUMEHEHHUIO - 1 5K3. B TPAHCIOPTHOH yIIaKOBKE.

MecTo pou3BOCTBA:

1. 000 "METAHE®POC", Poccus, 109316, MOCKBa BH.TEP.T. MyHUIIUIIATBHBINA OKPYT
IegaTHuKy, 0p-KT Bonrorpagckui, a. 42, K. Jeaoffeh. ] H.

2. Pharmed Medical Industries, 2nd Busts %
P%Box 31881-14366, IRAN.




DEAEPAABHAS CAVSKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMAS
(POC3APABHAA3OP)

PETMCTPALIMOHHOE YAOCTOBEPEHUE

HA MEAUWLIUHCKROE U3AEJIUE
ot 23 urwJs 2025 roga Ne P3H 2025/25956

Ha memuimuacKoe usnemme
Kaprpumx memmmuncknii 6uxapoonarusii mo TY 32.50.50-003-69941839-2024

Hacrostimee perncTpanoRHoe YI0CTOBEPEHIE BEIIAHO

ObmecTBo ¢ orpanuyenHoii oTBercTBeHHOCTHIO "METAHE®POC"
(000 "METAHE®POC"), Poccus,

109316, MockBa, BH.Tep.r MyHHIMIATbHbIH OKPYT HeuaTankw,
up-kT Boarorpanckmii, 1. 42, k. 5, moment. 1H

[Iponssoaureis
ObmecTBo ¢ orpannyenHoii oreTcrBennHocTHI0 "METAHE®POC!
(000 "METAHE®POC"), Poccns,

109316, MockBa, BH.Tep.I MyHUIMIATLHbIT okpyr [leuaTnuky,
np-kT Boarorpanckmii, 1. 42, k. 5, nomenr. 1H

MecTto IIPOU3BOACTBA MEAUITMHCKOIO U30EIIHNST
CML.IIPUJIOKECHHE

Howmep perucrpanuonsoro nocse Ne PJI-70175/18320 ot 11.07.2025
Kitace noTeHnuanpHOro prcka NpUMEHEHHS MEUIUHCKOTO H3eTHs 26

Koz O6mepoccuiickoro knaccudukaropa IPoLyKIHH [0 BAIAM SKOHOMIIECKO
JesarensHocTr 32.50.50.190

Hacrostiniee perucTpaoHHOe y0CTOBEPERTE HMEET IPAIOKEH e Ha 1 mieTe -

npukazom Pocaapasnanzopa ot 23 mrons
HOIYIIEHO K O0paIlleHHIO Ha TEPPUTOPHIE
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