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®O0TON306pPAXEHNA MEANLMUHCKOTO M3aenns

Habopbl MegnLIMHCKUE
ana remoanannisa m niasmaddepesa
oAQHOpa30Bble, CTEPUSIbHbIE
«Matoset>» no
TY 32.50.13-028-11736425-2017

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



1. O6wwnin Bua cocTaBadwWwmUx MeanUMHCKOTO wusgenns «Habopbl MeguWUUHCKME ANA TremMogManusa w nnasmadepesa oa»
cTepunbHble «Matoset» no TY 32.50.13-028-11736425-2017, npounssogctea OOO «benna», Poccusa.
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PucyHok 1.1. CaneTkn mMefMUUHCKNE HECTepUNbHbIe NOATOBAPHbLIM 3HAKOM matopat no TY 21.20.24-035-11736425-2017: mapneBble
matocomp: B pa3BepHYTOM BUAE: OAHOCNOWHbIE UAN ABYXCNOMHbIe, npon3soantens OO0 «benna», Poccusa, PY NeP3H 2018/6884

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Pucyrok 1.2. Canderkn MeauLIMHCKUE HECTepubHbie NOA TOBApHLIM 3HakoM matopat no TY 21.20.24-035-11736425-2017: mapnepsie
matocomp: B rotoBoM {cnoxeHHOM) Buae: 8, 12, 16 cnoxexnnn, npoussoautens 000 «Benna», Paccun, PY N?P3H 2018/6884

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



PucyHok 1.3. Cand)eTKn HecTepunbHble TOBApPHOIro 3Haka matopat: M3 HeTKkaHoro matepuana Matovlies, npoussogutens AO «T3MO C.A.»,
Monbwa, PY Ned®C3 2009/04283

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



PucyHok 1.4. CangeTkyu MeAULNHCKNE HeCTepubHble NOATOBAPHbLIM 3HAKOM matopat no TY 21.20.24-035-11736425-2017: 13 HeTKaHOroO
mMaTepuana matovlies: B roToBoM (CN0XXeHHOM) Bupge: 4, 6, 8 cnoxeHuin, npomssognten, OO0 «benna», Poccusa, PY NeP3H 2018/6884

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



PucyHok 1.5. MapneBble nepeBA30UYHbIe MaTepuanbl Mapku matopat HeCTepunbHble C PEHTrTeHOKOHTPAcTHOW HUTbO n 6e3: Tupfer A (Tyndep
A), Tupfer C (Tyndep L), Tupfer D (Tyndep 4), Tupfer E(Tyndep E), npoussogutens AO «T3MO C.A.», Monbwa, PY NedC3 2008/01372
YuntblBasi, YTO Yy Npon3BOAUTENA MMeeTCcs ByKBeHHOe 0603HauYeHne paccMmaTpMBaeMoro cocTaBsAoLLEero B 3aBMCUMOCTM OT ero gopmbl (Konumio Nucbma
npoussoauTensa ot *21» aHBapa 2021 roga npunaraem), noscHaem, 4to Tupfer A (Tyndep A) nmeet hopmy wapuka, Tupfer D (Tyndep ) - dopmy TpeyrosibHuKa,
Tupfer C (Tyndoep L) —~copmy ycuka, TupferE (Tyndep E) - hopmy HanepcTka (ByKasaHHOM nopsake npeacrtaBrieHbl POTON306padKeHNS).

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



PucyHok 1.6. Jle/ikonnacTblpy MeAWLMUHCKME Ha NOMMEPHON ocHOBe, nponssoantenp «AHr Kemukan Ko., Jitg.», Kopes,
PY Ne®C3 2008/01610

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 1.7. JlelikonnacTbipb MEAULWUHCKUI PUKCUPYIOLWLNA HA MONMMEPHON, WIENKOBOM, HETKAHOW, TKAHEBOW OCHOBAax, MPOU3BOAUTENDb
«dapmaiiH Numnuten», BenukobputaHuma, PY NedC3 2008/01959

(6e3 BNMTbIBAKO LW EN NOAYLLIEYUKN)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



PucyHok 1.8. JleiKonnacTbipb MEANLIMHCKNIA PUKCUPYIOWKIA Ha NONUMEPHON, LLIENKOBON, HETKaHOMN, TKaHeBOoW OCHOBaX, NPOM3BOAUTEND
«PapmNianH Nnmuten», BenukobputaHus, PY N2OC3 2008/01959
(¢ enumwmisaiouieil nodyieyxod)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 1.9. MokpbiTUE Ha MEANLUHCKYO Meb6enb, 060pyAOBaHNE M Ha NalWeHTa BO BpeMs MpPOLEAYp 3allMTHOE, HECTEPU/IbHOE B BUAE

NMPOCTbIHel, caneToK MU Yex 0B NOJ TOBApPHbIM 3HakoM matopat no TY 32.50.50-032-11736425-2017: canteTkn MeLULUHCKUE,
npoussoantens OO0 «benna», Poccusa, PY NeP3H 2017/6528

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 1.10. MokpbITUe Ha MegULUHCKYD Mebenb, 060pyA0BaHNe U Ha MaumeHTa BO BpeMs npoueAyp 3aulMTHOE, HECTEPUNbHOE B BUJE
NPOCTbIHENR, caneTOK U YexXN0B NOA TOBapHbIM 3HakKoM matopat no TY 32.50.50-032-11736425-2017: caneTkn mMeanLNHCKNE C
aAresnBHbIM Kpaem, npoussoantens OO0 «benna», Poccusa, PY NeP3H 2017/6528

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



PucyHok 1.11. OnepauynoHHOe 6eNnbe, 3allMTHbIE 3N1eMeHTbl U aKCeccyapbl ONepaLuOHHbIX NOei, 0QHOPA30BblIe B OTAENbHbIX YNaKOBKaX
HecTepunbHble Matodrape noj ToBapHbIM 3HaKOM matopat: caneTky C OTBEPCTUEM W afre3anBHbIM KpaeMm, npoussogutens «T3MO C.A.»,
Monbwa, PY NedC3 2012/11840

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 1.12. BUHT MEAULUWHCKWUI 3N1aCTUYHbIA (DMKCUPYIOLWNUIA NOL TOBapHbIM 3HaKoM matopat no TY 21.20.24-046-11736425-2017:
Matolast 6e3 3acTexkm mnm Matostretch 6e3 3acTexku, npoussogutens OO0 «benna», Poccus, PY NeP3H 2019/8142

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 1.13. BUHT mMapneBblil MegULUHCKUIA HeCTepuNbHbIM matopat standard nof ToBapHbiM 3HakoM matopat no TY 21.20.24-034-
11736425-2017, npoussogutens OO0 «benna», Poccusa, PY NeP3H 2017/6306

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Pucyrok 1.14. Macka meguumuHCKan 0qHOPa30Ban HECTEPUNLHAA NOA TOBApPHBIM 3HAKOM matopat no MOCT P 58396-2019,
npouasoautens OO0 «Benna», Poccun, PY N?P3H 2021/15148

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 1.15. KoHTeliHep Kpyrnblii, nponssoantens OO0 «MonndP», Poccua, TY 22.22.13-011-52938721-2018

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 1.16. KoHTeliHep npAMOYronbHblii, nponssoagntens OO0 «MonudP», Poccusa, TY 22.22.13-011-52938721-2018

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 1.17. lepyaTKn CMOTPOBble O4HOPA30BOr0 MCNONb30BAHUA HECTepUibHble NOATOBAPHbIM 3HAKOM matopat:
Ambulex P natekcHble HeonyapeHHble, npounssoanTens «T3MO C.A.», Monbwa, PY NedC3 2007/00788

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 1.18. lNepyaTky CMOTPOBbIe OAHOPA30Bble HECTEPU/IbHbIE NaTeKCHble SFM HeonygpeHHble,
npounssoanTens «CO®M locnutan Mpogaktc TmM6X», MepmaHusa, PY NeP3H 2018/7679

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 1.19. MepuaTtku CMOTPOBbIE OAHOPA30BOr0 UCNO/b30BAHUS HECTEPUAbHLIE NOA TOBAPHLIM 3HakoM matopat: Ambulex NITRYL
HUTPWIOBBIE HEONyApeHHble, NpousBoauTens «T3MO C.A.», Monswia, PY Ne®C3 2007/00788

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 1.20. lNMepyaTKn CMOTPOBbLIE OAHOPA30BbIE HECTEPUIbHbLIE HUTPUNOBbLIe SFM HeonyfapeHHble,
npounssoanTens «CO®M locnutan Mpopgaktc MM6X», Mepmanuns, PY NeP3H 2019/8284

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

21



PucyHok 1.21. MuUHUETbI NONMMEPHbIE OL4HOPa30Bble CTEPUbHbIE N0 TY 9398-176-44942795-2005: NUHLET OKOHYATbIA MONUMEPHbIN
0lHOPa30BbIN CTepunbHbI, NnpounssoantTens OO0 «MMonumepHble nagenna», Poccus, PY NedCP 2010/07936

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 1.22. MWHUETbI NONUMEPHbIE 0A4HOPa30Bble CTepUAbHbIe No TY 9398-176-44942795-2005: nuMHUET NONMMEPHbIA OAHOPA30BbI
cCTepunbHblin, nponssoantens OO0 «llonumepHble nsgenns», Poccus, PY NedCP 2010/07936

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 1.23. LUnpuubl MHBbEKLWOHHbIE ABYXAeTaNbHble, TpeXaeTaNbHble OAHOKPATHOTO MPUMEHEHUS CTEPUIbHbIE
no TY 9398-004-11701993-2008, npoussoantens OO0 «CtepuH», PY NedCP 2008/03253

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 1.24. KaHtona NyHKLWOHHaa (hUCTYyNbHaa apTepuanbHas M BEHO3HAA ANA [BYUTONbHOTO W OLHOUTONIbHOTO fMaNmn3a:
Diacan (OAwvakaH), npoussoantens b.6payH Asutym Al, lepmaHud, PY NedC3 2008/03243

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 1.25. lNoBa3ka cTtepunbHad «matopat» Cannula Plast n3 HeTkaHoro martepuana gna @ukcayum KaHifb,
nponssoantenb AO «T3MO», Monbwa, PY NedC3 2008/01690

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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PucyHok 1.26. lMakeTbl gng c6opa M yTUAn3aLUN MeAULUHCKMX OTX0A0B nNo TY 22.29.29-003-21109965-2018; nakeTbl NONM3TUNEHOBbIE ANS
cbopa u yTunnsaumm MeanUMHCKMX OTXOAOB Knacca «A», «b», «B», «I'», npoussoantens OO0 «MNHHOBaumnsa», PY NeP3H 2016/3817

27
& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



2. O6wmin Bna MeanumMHCKOro nsgenusa «Habopbl MeguLVHCKMe ans remoananini3a n nnasmvadepesa ogHopasoBble, CTepUsibHble «Matoset» no
TY 32.50.13-028-11736425-2017» B noTpebuTtenbCKon ynakoBke (6nmMcTepHas ynakoBkKa’) C MapKMpoBKoOi, npowusBoactea OO0 «benna»,
Poccua (JiMueBasi CTOPOHA).

28
& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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3. O6wmin B, MegnumHCKoro usgenna «Habopbl MeguuMHCKUE Ans remogvanusa n nnasmadepesa ogHopasoBble, CcTepusibHble «Matoset» no
TY 32.50.13-028-11736425-2017» B NOTPebUTENbCKOM ynakoBke (6McTepHas ynakoBKa) C MapKuMpoBKoi, npoussogctBa OO0 «benna»,

Poccua (obopoTHaa CTopoHa).

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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4. O6bwwmin Bupg MeanmumHCKoro nsgenna «Habopbl MeguUMHCKUE ANa remofmanunsa M nnasmadepesa ogHOpasoBble, CTepunbHble «Matoset» no
TY 32.50.13-028-11736425-2017» B nOoTpebUTeNbCKON ynakoBKe (YNakoBKM ANd MeAUUWHCKOA NapoBOW, rasoBoi, pafunaluWOHHOMN,
nnasMmeHHoOW cTepunmsaymm Mapkum "BOM". opgHopasoBble no TY 32.50.13-030-11736425-2017: 6yMaXHO-MNNEHOUYHbIA nakeT') ¢
MapKupoBKoi, nponssoactea OO0 «benna», Poccua (nuuesas cTopoHa).
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



5. O6wmih Bua MeanumHckoro uaagennn «HaGopbl MeAMUMHCKUE ANA remoauanu3a U niasMadepesa 0AHOPa3oBbie, CTepuNbHbie «Matoset» NO
TY 32.50.13-028-11736425-2017» e noweﬁurenbcxoﬁ ynakoske WKMMMMM&
QA23MEHHOIA _cTepunusauvun mapkm " MaxHO- nax

4

‘ MapKupoBKoiA, Npon3soacTBa 000 «Benna», Poccun (obopoTHas cTopoHa). .

‘ & 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



6. Obwwnii Buag MeanunHckoro nsgenns «Habopbl MeguUMHCKME ANA remoamMann3a U nnasmadepesa 04HOpPa3oBble, CTEPUNbHbIE «Matoset» no
TY 32.50.13-028-11736425-2017» B nNOTpebUTENbCKON ynakoBke (YNakoBKM ans MeLUUWHCKOW NapoBOi, ra3oBol, pafunauMoHHON,
NNasMeHHOW cTepunmusaunm Mapkun "BOM”. opHopasoBble no TY 32.50.13-030-11736425-2017: HeTKAHO-M/EHOYHbIA MakeT~) ¢
MapKupoBKoi, npoussogctea OO0 «benna», Poccus (nuuesas crtopoHa).
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



7. O6wwunii Bng MeguunHckoro mnsgennsa «Habopbl MeguUMHCKUE ANS remMofgmann3a v nnasmadepesa ofHOpa3oBble, CTepuabHble «Matoset» no
TY 32.50.13-028-11736425-2017» B noTpebuTenbcKoil ynakoBke [YNakoBKW AN MeAULWUHCKOW NapoBOW, rasoBoi, paguauMoOHHONR,
NNasMeHHOW cTepunmsaynnm mapkm "BOM”. opfHopasoBble no TY 32.50.13-030-11736425-2017: HeTKaHO-N/IEHOYHbIA nakety c

mMapkuposkoi, npoussogctea OO0 «benna», Poccus (o6opoTHasi ctopoHa).
33

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



8. O6wmin BNG MegmnumMHCKOro nsgenusa «Habopbl MeguuMHCKMeE ONsa remogmanmia mn nnasmadgepesa ogHopasoBble, CTepusibHble «Matoset» no
TY 32.50.13-028-11736425-2017>» B TPaHCNOPTHOM ynakoBKe C MapKUpOBKOW, npounssoactBa OO0 «benna», Poccus.
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& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Bcero npowunTto, NPOHYMEpPOBAHO U
'N»E€NMEenNHO nevyatbio
'""AM pucTa(osl
"IN NMbHBIR anpekTop OO0 «benna»

. KoBanbunk M.K
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KoBasibuunk
r.

STUKET!
(npoekT)
Habopbl meguumMHCKMe ana remognanmsa n nnasmadepesa oqHopasosble,
cTepunbHble «Matoset>» no TY 32.50.13-028-11736425>2017

TOBaPHEIA 3HaK npou3soavTenn

HaumeHoBaHne Uanenun;

BapuaHT UCNONHEHNA Uagemn;

TY 32.50.13-028-11736425-2017;

cocTaB V3genua B TekcToBOW hopMe (C yKasaHMeM Ko/imyecTBa COCTaBASIOWMX N NX pa3mMepoB);
rpacnyecknii CUMBOT «CTEPUIN3ALNA OKCUAOM 3TUNEHA»;

yKasaHve 0 TOM, YTO MeAUNLIMHCKOe n3gesnine He rnoasexXuT NoBTOPHON cTepuinsaynm;

HOMEp u JaTta perucTpaymoHHOro yaoctosepeHusa: Ne P3H XXXX/XXXX OT OA4.MM.TTTT.;

Homep naptum (LOT);

parta nusrotossieHus (rrrrmmagn);-

rogeH go (rrrrmm);

pata ctepunusaynm (MM/Trrr);

MegunLUMHCKOe nsgenne npegHasHavyeHo ans O4HOKPATHOro NpUMeHeHus ;

He UCNo/b30BaThb MOC/e OKOHYaHUS CpoKa rogHOCTH;

HasHadeHue V3genvs;

Cnocob npuUMEHEeHMs: B3ATb YMNAKOBKY 3a Kpal, 0603Ha4yeHHbIVi rpauyeckmMm CUMBOJIOM
«BcKpbIiBaTb 3f4ecb». [1/1aBHbIM [ABWXEHWEM BCKpPbITb YMakoBKY, W3B/lleUYb COfepXXnmMoe
YNakKoBKU, MCMNO/b30BaTb COAEPXMMOE MO MNPAMOMY Ha3HadYeHWo B TOM MNopsfKe, B KOTOPOM
3TO HeobxogmnMmo. Mocne NCcNonbL30BaHUA NO Ha3HAYEHUIO - YTUIN3NPOBAaTb;

XPaHUTb B CYXNX NMoMeLleHusax, npu temnepartype ot +58C o +25€C;

MHopMauusa o cepTudumkauum wiv geknapupoBaHum (Npy  HannuMm) B BUAE 3HaKa
COOTBETCTBUS;

WTPUXOBOW Kopg (Npy HaIM4nn);

aptukyn N3genuna (Npy Hannumn);

HE MCNnosib3oBaTb Mnpu I'IOBpe)K/J'eHHOI7I YNnaKoBKe;

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& TZMO SA B seni el 7 MO

- NPOTUBOMOKA3aHWA: WHOMBUAYaAlNIbHAA HENEePeHOCHMOCTE MaTepuanos, W3  KOTOPbIX
WU3roTOBAGHL CocTaBnAlolmne Usnenus;

- YKasaHWA NO yTUAKU3aLUW: <Y TUNMIMPOBATL MCNONb3OBaHHOE Vaaenue Kak oTxoab: knacca b e
cooteeTcTeMu ¢ CanluH 2.1.3684-21»;

- rpapmyeckmil CUMBON XANUPOTEHHON,

- 1U3NENMe HETOKCHYHO BHYTPH;

- rpadpnyecKMili CHMBON «NaTa U3rOTOBNEHMAN,

- «Npowasogutens: 000 «Benna», 140301, Poccuickan depepaunn, Mockosckaa obnactb,
r. Eropbesck, yn. NpomeoinesHas, A0M 93, C NPUMEHEHWEM CUMBONA «M3roTOBUTENLY,

- «Npopasey; 000 «BENNA BocTok», 140301, Poccuiickan deaepaunn, MOCKOBCKan o6nacT, r.
Eropbesck, yn. NpoMbiluneHHan, A0M 9».

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Bcero npownTo, NpoHyMepoBaHo n
ckpen”™”™ neyatbio
)nncta(oB)
Avpextop OO0 «Bena»
/  KoBasbumk M.K
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