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Ha11MeHOBaH11e MeAHLIHHCKOrO 113Ae/lHII 

CocraBJJeno HcnblmamenbHou na6opamopueu MeouuuHcKux U30enuu </JI'.EYH HHH </JXM <PM.EA Poccuu 
noJIH0M0'IHH ua npoeeJJ.eHHH HCDLITannA: Ammecmam OKKpeiJumauuu M RA.RU.2JMH25 om JO OKmR6p11 2015 2. 

1. B nepnoJJ. c 26 or<:m,r,6p112015e. no 09 Ho116pa 2015 2. HcnLITaTeJILHOA Jia6opaTopneA MeJJ.HllHHCKHX 

u1JJ.eJIHil CJ>r6YH HHH CJ>XM CJ>M6A Poccnn 6LIJIH npoeeJJ.eHbl T0KCHK0Jiorn11ecKne ncnL1TaHHH 06pa3ua: 

amepuOJl-6uonollUMep BoOocooepJ1Ca,u,uii c uona.Mu cepe6pa cmepum,m,,u «API'H</JOPM», TY 9398-001-52820385-2015: 
MamepuOJl-6uonoJ1UMep BooocooepJ1Ca,u,uii c uona.Mu cepe6pa cmepwu,m,,ii «API'H</JOPM» (B 1<a1tecmBe Ja.Mem,, 

CUHOBUQJlbllOU JICUOKocmu npu Jle'leHUU 60JlbHblX C oefjJopMupyw,u,UMU 3a60JleBaHURMU cycmaBOB), noo mopZOBOU MapKOU 
, .,?~ . . . «HOJJTPEKO"">> . ~;.;, "' 'pt:~- · . 

p0H3B0JJ.CTBa 
HaHMeHOBaH11e MeAHLIHHCKOrO 113Ae/lHA 

PaJpa6om'luKu: 06n<ecmao c ozpanu11ennou omBemcmBennocmbw «HAYqHI,Jj/ I,JEHTP «EHO</JOPM», 
142784, z. MocKaa, Kullo.Jttemp KueBcKozo mocce 22-u (n. Moc1<0Bc1<uii), ooMOBJlao. 4, cmp. 2, 1maJ1C 5, 

6JlOK I' 
Ilpou3aooumeJ1b: 06,~ecmBo c ozpanu1tennou omBemcmBennocmblO «HAyqHI,JH I,JEHTP 

«EHO</JOPM», 142784, z. MocKBa, KUJloMemp KueBc1<ozo mocce 22-ii (n. Moc1<0Bc«uii), ooMo6JlaO. 4, cmp. 
2, JmaJIC 5, 6JlOK I' 

Aopeca Mecm npOU3600CmBa MeOU~UHCKOZO u:JOeJIUR: 06w,ecmBO C ozpaHU'leHHOU omBemcmBeHHOCmblO 
«HAYqHhJil I,JEHTP «EHO</JOPM», 142784, z. MocKBa, KUJlOMemp KueBCKOZO mocce 22-ii (n. 

Moc1<0Bc1<uii), OOMOtJ/laO. 4, cmp. 2, 1maJ1C 5, 6J101< r, Poccu.a 
HaHMeHOBaHHe npOl13BOAHTe/lA, CTpaHa npOl13BOACTBa MeAHU,HHCKOro 113Ae/lHII 

C00TBeTCTBHH c Tpe6oeaHHHMH: 

'JCT ISO /0993-1-201/ "H3oe11W1 Me0UIJUHcKUe. 0,,eHKQ 6uOJ1ozu'lec1<0zo oeiicmeWI Me0UIJUHcKUX U3oe11uii. l/Qcmb I. O11eHKQ u 
:c11eooBQHW1; "I'OCT P HCO /0993-2-2009 "H3oe.11W1 Me0UIJUHcKUe. 0,,eHKQ 6uo11ozu'lecKozo oeiicmBWI Me0UIJUHCKUX U3oe11uii. l/Qcmb 2. 
,e6oBQHWI K 06pQUJeHu10 c J1CueomHbl.Mu; 'TOCT ISO /0993-4-201 I "H3oe11W1 Me0UIJUHCKUe. 0,,eHKQ 6uo11ozu'lecKozo oeiicmeua 
~oulJUHCKUX U3oe.nuii. l/Qcmb 4. HccneooBQHUR U3oe.nuii, 63QUMooeiicm6)110UJUX c 1<poeb10; "I'OCT ISO 10993-5-20/ I "H3oe11ua Meou11uHCKUe. 

eHKQ 61:0.,wzu"ecKozo oeiicm6WI Me0UIJUHCKUX U3oe.nuii. l/Qcmb 5. Hcc11eooeQHUR HQ 11umomoKCU'lHOCmb: Memoobl in vitro,· "I'OCT ISO 
10993-6-201/ "H3oeJIUR Me0UIJUHCKUe. 0,,eHKQ 6UOJI02U'leCKOZO oeiicmeUR Me0UIJUHCKUX U30eJIUU. l/QCmb 6. Hcc11e006QHUe MecmHOZO 
-1eiicmeua noc11e UMnJ1QHmQ11uu; "I'OCT ISO /0993-/0-20/ I "H3oe.11UR MeoulJuHcKUe. 0,,eHKQ 6uo11ozu'lecKozo oeiicmeua MeoUIJUHCKUX 
U3oe.nuu. l/Qcmb 10. Hcc11eooBQHUR pa3opa:NCQIOUJezo u ceHcu6umnupy10UJezo oeiicmeua; "I'OCT ISO 10993-11-201 I "H3oe.nua Me0UIJUHCKue. 
O1JeHKQ 6uo11ozu11ecKozo oeiicm6WI Me0UIJUHCKUX U3oe.nuii. l/Qcmb I 1. Hcc11eooBQHUR o6UJemoKCU'lecKozo oeiicmeua; "I'OCT ISO /0993-/2-
201/ "H30eJIUR Me0UIJUHCKUe. 0,,eHKQ 6uoJIOZU'leCKOZO oeiicmBUR Me0UIJUHCKUX U30eJIUU. l/Qcmb 12. llpuzomo8/leHue npo6 u KOHmpOllbHble 
o6pa31Jbl; "I'OCT ISO /0993-/8-201 I "H3oe.nua Me0UIJUHCKUe. 0,,eHKQ 6uo11ozu'lecKozo oeiicmeua MeoulJUHcKUX U3oe11uii. l/acmb 18. 
l1cCJ1e006QHue XUMU'leCKUX ceoiicm6 MQmepUQJIOB; " «C6opHUK pyK0600JIIJIUX Memo0U'leCKUX MQmepUQ/106 no mOKCUKOJIOZO-ZUZUeHU'leCKUM 
ucc11eooBQHUJ1M no11UMepHb1X MQmepuaJ1oe u U3oe.nuii HQ ux ocHoee Me0UIJUHCKOZO Ha3HQ'leHUR», MJ CCCP, 1987; MY 1./.037-95 
5uomecmupoBQHue npo0yKIJUU U3 no11UMepHblX u opyzux MQmepuaJIOB.; I'OCT 3/214-2003 «H3oeJIUR Me0UIJUHCKUe. Tpe6oeQHUR K o6pQ31JOM u 
oo,cyMeHmQIJUU, npeocmQ8/IJleMbl.M HQ moKcuK011ozu11ecKUe, CQHumQpHO-xUMu11ecKue ucnb1mQHUR, ucnblmQHWI HQ cmepUllbHOCmb u 
nupozeHHOCmb.»; I'H 2.3.3.972-00 «ll/(K XUMU'leCKUX 6eUJeCm6 6bl0eJIJIIOUJUXCJI U3 MQmepUQ/106, KOHmQKmupylOUJUX C nUUJe6blMU 
npooYKmOMu.»; I'OCT P 52770-2007 «H30eJIUR Meou11uHcKUe. Tpe6oBQHUR 6ewnacHocmu. Memoobl CQHUmQpHo-xUMu11ecKUX u 
moKcuK011ozu11ecKux ucnblmQHUii»,· I'OCT EN 556-1-201/ "CmepUAU3QIJUR MeOUIJUHCKUX U3oe.nuii. Tpe6oBQHUR K Me0UIJUHCKUM U30eJIUJIM 
KQmezopuu cmepUllbHble. l/Qcmb I . Tpe60BQHW1 K MeoUIJUHCKUM U30eJIWIM, no0Jle:JICQIJIUM <puHUWHou cmepWIU3QIJUU. ". 

2. ,U:JIH npoeeJJ,eHUH T0KCHK0JI0rH'leCKHX HCDblTaHHA l>blJIH npeJJ.'bHBJieHbl: 
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- ]aJ16AeHUe 0 npo6e0eHUU m0KCUK0JI0ZU'leCKUX UCCJle006QHUll. 
- C6eoeHUR o HopMQmU6HOii 0OK)'MeHmQ11uu HQ .Meou11uHcKoe U3oeJ1ue. 
- TexHu'leCKClJI u sKcnJ1yQmQ11uoHHWl 0OK)'MeHmQI/UR c nepe'lHeM HQI/U0HaJlbHblX cmQH0QPm06, mpe6o6QHURM Komopblx coom6emcm6)'e 
Me0UI/UHcKoe U30eJIUe. 
- 3aJ16AeHue HQ npo6eoeHue pezucmpQ11uu Meou11uHcKozo U30eJIUR. 
- KoJ1u'lecm60 o6pa31/06 ORJI ucnblmQHUii - 15 ium. HoMep napmuu 1698 /(QmQ npoU36oocm6Q (cmepwiU3QI/Uu) 02.07.2015z. I'ooeH od 
02.07.2017 z. 
- TexHuv~c•me yc;iooUJ1 NffY 9398~001-52820385-20l 5 ~.10 

nepe4eHb AOKyMeHTOB, AclHHblX, 06pn4i'.IB MeAHLIHHCKoro H3AeJIHll ( KOJIH'ietT"M) 

3. · Hcnb1TaTeJJbHaB Jia6opaTOpnB MeAnQuucKnx HJAeJJHH <I>rliYH HHH <I>XM <I>MliA Poccuu npoeeJJa TOKCHKOJioruqec1rne 
HCDblT3HHB 

4. 

MameputlJl-6UOIIO/lUMep 600ocooepJ1CaU(UU c UOHllMU cepe6pa cmepUllbHblU «API'H(JJOPM», TY9398-00J-52820385-2015: 
MamepuM-6uono/lUMep Booocot>epJ1CaU(UU c uonaMu cepe6pa cmepUllbHblU «API'H(JJOPM» (6 1<a11ecm6e JaMeHbl 

CUH06UflJlbHOU JICUdKocmu npu 11e11enuu 60JlbH6lX C t>etJ>opMupylOU4UMU JalioJtesaHltilMII C)•c,,faso,) 1'110 mopzosou MapKOU 
"HOJITPEKcn.1» ~ 

HaMMeHOBaHMe MeAMI.IMHCKoro M3Ae111111 

e COOTBeTCTBHU c yreep,imeuuou nporpaMMOH, npeACTaBJieHHOH e IlpHJIOXCeHHU 2 K HaCTOBW.eMy 3aiunoqeumo 

JO. 1 

PCCTaH( 

OueHKa npe)lCTIWieHHOlt Jl0K)'MeHTIQHH Jfol\y,ueHmatJWI 11peocmaB..~e11a e nollHOM 061,eMe -....... ..._...._ __ -'--...J----------------------------~--.3Met1eH 
H83Hl'lfHlte HlJleJIHR Meou1JUHCKoeo U30eJZue npeoHa3Ha'leHo: - OJIJl KOHmypHou nnacmuKu MRZKU.X mKaHeu u MOJIO'IHOU 

J1CeJ1e3b1 no Memooy I'.H. Jly1<0Mc1<020,· -ollR KOHmypHou nnQCmuKU MRZKUX mKaHeu e ypollozuu npu 
-

Jle'leHuu cmpeccoeow HeoepJ1CaHW1 MO'IU u ny3blpHO-MO'lemo'IHUK060M pe,PJ1101<ce; - e Ka'lecmee r----
30.MeHbl CUH06UO.JlbHOU JICUOKOcmu npu Jle'leHUU 60llbHblX C oe,PopMupylOU,UMU 3a60J1e6aH1JJlMU ~ 

cmaeoe. ~~ ~~----------------------------------------, 
8H)l ff WlffTeJlbff0CTL K0HTIKT3 

C opra HHJM0M 'leJIOBeKa 
H30eJZUe OJIUme.JlbHO KOHma1<mupy10UJee C 6HympeHHeU cpeoou opWHU3Ma (nepuoo nOJIHOW 

) 
epTHC 

_ p._. ·_a_cc_a_c_N_e_a_H_UR_o_m_· _6_M_e_c._o_o_2--x=,-'e_m_..._ _________________________ nm WI~ --a poc Knacc noTeHQHIJJbH0r0 pHCKI npnMeHeHHR Me)lHQHIICK0ro Hl)leJIHII B 

C00TBeTCTBHH C HOMeHICJllyYpHolt ICJJICC1tcj11tKaQ1telt Me)lHQHIICKHX H~eJIHlt _J_KJ1_ a_c_c _______________________ >rat10B 

HanMeHOBRHHe npHMeHHeMblX MITepHIJJ0B 

HJJH peuenyYpllbllt COCTIB 

MQmepuaJl ooHopooHblii, cmyoeHucmoe BeUj,ecm6o om 6ec11BemHozo oo J1CeJ1mozo 
(oonycKQemc11 pa3H0m0HH0Cmb no 116emaM u HQJIU'lUe ny3blpbKOB). 

I/Berna ,COBLie 
r311mm 

e,ne1 MQmepuaJl u 600HaJI 6blmJIJICKQ U3 Hezo coomeemcm6)'em: CooepJICQHUe cyxozo ocmamKQ, % -
4,0 :I: 1,5, 3HQ'leHue pH 6blmJl:)ICKU - om 4,0 oo 8,5 
MQmepuaJl npeocmQ6AJ1em co6oii cmyiJeHucmo-o6pa3Hblii noJ1UMep Ha OCH06e QKf)WlaMU0Q u 
N,N'- MemwieH6uca1<pUJ1cv.1uoQ, U3Zomo6AeH U3 ucxooHblX MQmepuaJlo6: A,q,w,aMuo • C/ucmoma 
He MeHee 98%, N,N - MemUJ1eH-6uc-a1<pwiaMuo - C/ucmoma He MeHee 98%, AMMoHUR 
nepcyllbqJQm - C/ucmomQ He MeHee 98%, <l>oc</JamHblU 6yrpep - C/ucmoma He MeHee 98%, 
PQCm6op O'lUU/,eHHoii 600bl, cooepJICQU/,UU wiu U0Hbl cepe6pQ (KONIOUOHoe cepe6po), wiu 
«llo6UQpzoJ1») - <l>C 42-0324-09 
CooepJICQHUe uoH06 cepe6pa om 1,0 oo 25,0 MKzlz B<l>C 42-2845-97 
OKOH'lQmeJlbHblU cocmQ6 .111QmepUQJIQ; 
Tpe:wepHblU nOJIUQKpWlaMU0, %: 4,0 :I: 1,5; 
BO0Q 0'lUUj,eHHaJI, %: 96,0 :I: 1,5; 
HoHbl cepe6pQ, %: 0,0001- 0,0025; 

e,nh (C 
Birneu 

~ 
~,11/Mtti-1 

ttif 

°""" =•~"•"" """'""'""' .,.u•• Cmepw,u,o,ano nopo,u. Cmepumm,u,o ynaKMaHHm ump..,.. npoooOam • napo•oM ~pHBa 
cmepUJIU3amope Map1<u UN/STER! 336-1 ~ pttnc 

H30Jl 

KpaTKOe H3Jlo*euue PeJYJibT8TOB ucnblTaHHff 
-- CQHumapHo-xUMu'lecKue ucnwma11wi BooHoii 6blmJl:JICKU u3 06pa3uo6 (dJu3uKo-xUMu'lecKue noKq3amuuJ: 

• CooepJICQHUe 6occmQH06UmeJ1bHblX npw.ieceii cocmaewio 0,02 MIi ., npu oonycmw.toM 3HQ'leHUU Kpumepwi He 60J1ee 1,0 MA; 

• H3MeHeHue 3HQ'leHUR pH cocma6WI0 0,81 eo., npu oonycmUMoM 3HQ'leHUU Kpumepwi He 60J1ee 1,0 eo.; 
• YJ1bmpQ<jJuoJ1emo6oe noZJI0Uf,eHue (220-360 HM) cocmQ6W10 0,179 eo. O.ll., npu oonycmUMoM 3HQ'leHuu 1<pumepuR He 60.Ree 0,3 eo. O.ll.; 
• CooepJICQHUe Meou (Cu) C0Ctna6WI0 0,001 MZ/11, npu oonycmUMOM 3HQ'leHUU KpumepUR 00 1,0 Mzlll.; 
• CooepJ1CaHue C6UHI/Q (Pb) cocmQ6WI0 MeHee 0,001 MZ/11, npu oonycmUMoM 3HQ'leHuu 1<pumepwi oo 0,03 MZl.1. ; 
• CooepJ1CaHue xpOMa (Cr) cocmQ6W10 MeHee 0,001 MZ/11, npu oonycmUM0M 3HQ'leHuu Kpumepwi oo 0,1 MZ/11.; 
• CooepJICQHUe Ka0MUR (Cd) cocmQ6W10 MeHee 0,0001 MZ/11, npu oonycmw.toM 3Ha'leHuu Kpumepwi oo 0,001 MZl.1. ; 
• CoiJepJICQHUe 6apUR (Ba) C0Ctna6WI0 Me Hee 0, 001 MZ/11, npu oonycmUMOM 3HQ'leHUU KpUmepUR 00 0, 1 MZ/11. ; 
• CoiJepJICQHUe 0JI06Q (Sn) cocma6WI0 Me Hee 0,001 MZ/11, npu oonycmUMoM 3HQ'leHUU KpumepUR oo 0, 1 MZ/11.; 
• CooepJICQHUe 1/UHKQ (Zn) cocma6WI0 MeHee 0,001 Mz!Jl, npu oonycmUMoM 3Ha'leHuu KpumepUR oo 1,0 MZl.11; 
• CooepJ1CaHue QKf)UJlaMuoa cocma6Wlo MeHee 0,001 MZ/11, npu oonycmu.MOM 3HQ'leHuu Kpumepwi oo 0,01 MZ/11; 
• CooepJ1CQHUe QKf)WI0Humpw,Q cocmaBwio 0,005 MZ/11, npu oonycmUMoM 3HQ'le11uu 1<pumepUJ1 oo 0,02 MZ/11; 
• CooepJ1CaHue 6eH3011Q cocmQ6W10 MeHee 0,001 MZ/11, npu oonycmUMOM 3Ha'leHuu 1<pumepUJ1 oo 0,01 MZ/11; 
• CooepJ1CaHue 6ymwiaKpwiamQ cocmQ6W10 MeHee 0,001 MZ/11, npu oonycmUMoM 3HQ'leHuu KpumepUR oo 0,01 MZ/11; 
• CooepJ1CQHUe zeKcaMemwieHouaMu11a cocmQ6WI0 MeHee 0,001 MZlll, npu oonycmw.toM 3Ha'leHuu Kpumepwi oo 0,01 MZ/.R; 
• CoiJepJ1CQHUe MemW1QKpW1QmQ cocma6Wlo MeHee 0,001 MZ!ll, npu oonycmw.wM 3HQ'leHuu KpumepuR oo 0,02 MZ/11; 
• CoiJepJ1C<mue MemW1MemQKpW1Qma cocma6WI0 MeHee 0,001 MZlll, npu oonycmUMOM 3HQ'leHuu 1<pumepwi oo 0,25 MZ/11; 
• CooepJ1CaHue Memwio6ozo cnupma cocmQ6WI0 0,002 MZ/11, npu oonycmw.tOM 3HQ'leHuu 1<pumepUJ1 oo 0,2 MZ/11; 

• CoiJepJ1CQHUe <peHOJIQ cocmQew,o 0,002 MZ/11, npu oonycmUMoM 3H0'leHuu Kpumepwi oo 0,05 MZ/11; 
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<!boep:JK:aHue 3ncwioH-Kanpo11a,cmaMa cocmaBwio MeHee 0,001 MZ/11, npu oonycmUMoM 3Ha11eHuu ,cpumepUR oo 0,5 MZ/11; 
Cooep:JK:aHue <J,opMaJ1&oezuoa cocmaBwio 0,010 MZ/11, npu oonycmUMoM 3Ha'leHuu ,cpumepUR oo 0, 1 MZ/11.; 

- To1ecu,cOJ1ozu11ec,cue ucnblmaHUR (6uo11ozu11ec,cue no,ca3ame.nu): 
B ocmp0M on&lme HQ 6e.nbl.X 6ecnopo0Hb/.X MblUlQX (caM11ax) npu 811)1mpu6p10UlUHHOM 88e0eHUU 8blmR:J/CeK 8 003e 50 MIii/CZ MQCCbl me11a He 

a6A100aJIOCb zu6e11u JICUBOmHblX. y JICUB0mHblX He 6blR6JleHo ICJIUHU'leCKUX npU3HQIC06 UHm0KCUICQijUU: 06U4ee cocm0RHUe, noeeoeH'lec,cue 
eCDCIIUU, cocmo11Hue wepcmHozo no,cpoea, noeoaHue ,copMa e on&1mHou zpynne He om11u11aJ1oc& om 1C0Hmpo1111. Ha ec,cpblmuu m,caHu e Meeme 
reoeHUR BblmR:J/CKu, pezuoHapHble 11UM<j,amu11ec,cue y3Jlbl, BHympeHHue opzaHbl y J1CueomHbl.X, nooeepzaewuxc11 eo3oeucmeu10 6&1mR:J1Ce1C, He 
Me.nu npu3HaK06 namo11ozuu. Becoeble ,co3<J,<J,u11ueHmbl BHympeHHUX opzaH0B (ne11eH&, no111CU, ce.ne3eHKa) y onblmHb/.X Mbluteu He UMe10m 
ocmoeepHblX OmllU'IUU om QHWI0ZU'IHb/.X no,ca3ame11eu ICOHmpOllbHOU zpynnbl. 

B onblmax in vitro c U3011upoeaHHblMU u omM&1m&1Mu 3pumpo11umaMu ,cpo11u,ca He omMe'leHo zeM011umu11ec,cozo :J<j,<j,e,cma BblmRJ/CeK. 
B 3,ccnepUMeHmax Ha ,cpblcax u ,cpo11u,cax no,ca3aHo omcymcmeue MecmHopasopa:J1Ca10U4ezo oeucmeUR e&1mRJ1Ce1C Ha ,co:,,cy u c11U3ucm&1e 

6oR0111CU. 

HcnblmaHUR o6pa311Q Ha cmepwi&Hocm& - no11y11eHHblU pe3Y11&mam: cmepwi&Ho. 
Hcn&1maHUR o6pa311Q Ha nupozeHHocm& - no11y11eHHblU pe3Y11&mam: anupozeHH0. 
3Ha'leHue UH0e,cca mo,ccu11Hocmu cocmaewio 13,8%, npu oonycmUMOM 3H0'leHuu ,cpumepUR om 70 oo 120%. 
B ucc11eooeaHwvc MecmHozo oeucmeUR noc11e UMNlaHma11uu o6pa311Q oocmoeepHbl.X om11u11uu Ma1Cpoc,conu11ec,cux U3MeHeHuu m,caHeu e 30He 

IIIUVIQHma11uu o6pa3ijQ y JICUB0mHb/.X ICOHmpOllbHOU u onblmHOU zpynn He 6blJl6JleH0 

lwB0,11.bl no pe3yJlbT8T8M HCUblT8HHA 

I poewvc 3,ccnepUMeHma MamepuW1&1 06pa311a npo11ewiu oocmamo11H)!IO xUMu11ec,cy10 cma6wi&Hocm&, 
l6UJIJI.JICKU U3 HUX He 0Ka3WIU He611azonpURmHozo eo30eucmeUR Ha 6uo11ozu11ec,cue 06be1Cm&1. 

111.iBO,IJ.bl O C00TBeTCTBHH Tpe60B8HHHM TeXHH'leCK0H JJ.0KyMeHT8QHH 

rf,yc,eHH&1u 06pa3e11 coomeemcmeyem mpe6oeaHURM HOpMamueHo-mexHu'lec,cou, 3,ccn11yama11uoHHOU oo,cyMeHma11uu, oeucm6)'10UJUX 
""fU0HWlbHblX cmaHoapmoe. 

~ t>neu'Ka pe3yJlbT8T0B T0KCHK0JI0rH'leCKHX HCUblT8HHA H peK0MeH,11.81.{HH O B03M0)KH0CTH npoee,11.eHHH KJIHHH'leCKHX 

UblT8HHH 

e3Y11&mam&1 ucn&1maHUR oonyc,ca10m npoeeoeHue 1CJ1UHu11ec,cux ucn&1maHuu npeocmae11eHHOZO o6pa3ija. 

p0H3B0,IJ.CTB8 

MamepuM-6uonoJ1UMep 8ot)ocot)ep31Catu,uii c uo,uwu cepe6pa cmepUllbllblii «API'H'1>OPM», TY 9398-
001-52820385-2015: Mamepua.n-6uonoJ1UMep 8ot)ocot)epJ1Catu,uii c uo11aMu cepe6pa cmepUllbllblU 

«API'H'1>OPM» (8 «a'lecm8e 1aMellbl cu110Bua.nb110ii JICU{)«ocmu npu J1e'le11uu 60J1bllbtx c 
t)et/}opMupy10U§UMU 1a60J1e8a11uR.Mu cycma8o8), not) mopzoBoii Map«oii «HOJITPEKCrM» 

H3HMeHOB3HHe MeAHL\HHCKOro H3Ae/lHJI 

Pa3pa6om11uKU: O6u,ecmeo c 02paHu11eHHOU omeemcmeeHH0Cmb/0 «HAyqJ{h/H [.!EHTP «EHO<POPM», 
142784, 2. MocKea, KwtoMemp KueecKozo uwcce 22-u (n. MocKoecKuu), ooMo6Jla0. 4, cmp. 2, 3ma:J/C 5, 6ROK 

r 
IlpoU3eooumeRb: O6u,ecmeo c 02paHu11eHHOU omeemcmeeHHocmb/0 «HAyqJ{h/H [.!EHTP «EHO<POPM», 

142784, 2. MocKea, KwioMemp KueecKozo uwcce 22-u (n. MocKoecKUu), 00MoBJ1ao. 4, cmp. 2, 3ma:JIC 5, 6J10K 
r 

Aopeca Mecm npoU3eoocmea Me0UZfUHCKOZO U30eRWI: O6u,ecmeo c 02paHu11eHHOU omeemcmeeHH0Cmb10 
«HAyqJ{h/H [.!EHTP «EHO<POPM», 142784, 2. MocKea, KwtoMemp KueecKozo uwcce 22-u (n • 

. MocK08CKUU), eiiefoeao. 4, cmp .. 2, 3ma:JIC 5, WlOK r 
H3HMeHOB3HHe npOH3BOAHTe/lJI MeAHL\HHCKOro H3Ae/lHJI 

PoccllJl 
crpaHa npOH3BOACTBa MeAML\HHCKoro H3Ae/lHJI 

COOTBETCTBYET Tpe6oBaHHBM 6eJonacuoro npuMeueuuB. 

HJI0)Keuue K 3a1c.r11oqeuuro: 

IlpHJIO)l(euue 1. 
IlpHJIO)l(euue 2. 
IlpHJIO)l(euue 3. 

IlpoTOKOJI TOKCHKOJIOrH'leCKHX HCm,ITaHHH .N'!! 89\2.015P OT IO HOR6pR 2015 
YTBep,imeuurui: nporpa.MMa TOKCHKOJIOrH'leCKHX HCilldTaHHA. 

IlpOTOKOJI HCilbITaHIDI Ha CTepHJibHOCTb H nuporeHHOCTh .N'!! 89\2.015CII om IO HOR6pR 2015 

lpHJIO)KeHHH HBJIHIOTCH ueoTbeMJleM0H '18CTblO 3aKJIIO'leHHH 
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Pe1 'llbmambt ucnb1manua u n omo1<011 oeucmBume/lbHbl mo11b1<0 nan 

IlPOTOKOJI .N'!! 89\2.015P OT 

HauAte1106aHue u10e/lUR Mame UQ/la , mun MOOe/lb, Ma 1<a: 

n uno»<eHue 1 
«YTBEP)KAAIO» 

MQmepuaJ1-6uono111wep eooocooep:J1CQU,UU c UOHOMU cepe6pQ cmepWlbHblU «API'H<l>OPM», TY 9398-00J-52820385-2015: MQmepuaJ1-
6uonoJ11wep eoiJocoiJepJ1CQU,UU c UOHOMU cepe6pQ cmepWlbHblU «API'H<l>OPM» (e KQ'lecmee 3aMeHbl CUH06UaJlbHOU JICUOKocmu npu 
J1e'leHuu 60J1bHblX c oe o iMU IQ UMU 3Q60J1e6QHUJ1Mu c cmQeoe, noiJ mo zoeou MQ KOU «HOJITPEKC™» 

lasi611eHUe O npoeeiJeHUU moKCUKOJI02U'leCKUX UCCJle006QHUU. 
t'eeiJeHWI o HOpMQmUeHou OOK)'MeHmQ11uu HQ MeiJu11uHcKoe U30eJ1ue. 

exHu'leCKQJI u 3KCnJ1yQmQ11uoHHaR <)oK)'MeHmQijWI c nepe'IHeM HQijUOHaJlbHblX cmQHOQpmoe, mpe6oeQHUJIM KomopblX coomeemcmeyem 
UijUHCKOe U30eJIUe. 
6/leHue HQ npoeeiJeHue pe2ucmpQ11uu MeiJu11uHcK020 U30eJ11u1. 

OJIU'lecmeo o6pa3ijOB Ollfl ucnblmQHUU - 15 tum. HoMep napmuu 1698 /1.QmQ npoU3eoiJcmBQ (cmepWIU3QIIUU} 02.07.20152. I'oiJeH oo 
07.2017 2. 
exHU'lecKue c11oeUJ1 MTY 9398-00J-52820385-2015 

Mame UilJlbl: 
MflmepuaJI o<)HopoOHblU, cmyiJeHucmoe eeu,ecmeo om 6ec11eemH020 oo J1CeJ1mo20 11eemQ (iJonycKQemcR p03HOmOHHOCmb no 11eemaM u 
HaJIU'IUe ny3blpbK08}. 
.MQmepuaJ1 u eoiJHaa 6blmRJ/CKQ U3 Hezo coomeemcmeyem: CoiJepJICQHUe cyxozo ocmQmKQ, %- 4,0 ± 1,5, 3HQ'leHue pH Bblmfl.J/CKU - om 4,0 
iJo 8,5 
MQmepuaJ1 npeiJcmQ6/IRem co6ou cmyiJeHucmo-o6p03Hblu noJ1UMep HQ ocHoee QK[)WlaMUOQ u N,N'-MemW1eH6UcQKpW1aMUOQ, U3zomoBJleH 
U3 ucxoiJHblX MQmepuaJ1oe: AKpWlaMUiJ - lfucmoma He MeHee 98%, N,N - Memw,eH-6uc-QKpWlaMuiJ - lfucmomQ He MeHee 98%, AMiMOHUJl 
nepcyJ1b<pQm - lfucmomQ He MeHee 98%, <l>oc<pQmHblU 6y<jJep - lfucmomQ He MeHee 98%, Pacmeop O'IUU,eHHOU eoiJbl, coiJepJ1CQU,UU WIU 
UOHbl cepe6pQ (KOJI/IOUOHOe cepe6po), WIU «lloeuQpzoll») - <l>C 42-0324-09 
CoiJepJICQHUe uoHoe cepe6pQ om 1,0 iJo 25,0 MKz/2 B<l>C 42-2845-97 
0KOH'IQTnellbHblU cocmae MQmepuaJ1Q: 
TpeXMepHblU nolluaKpWlaMUO, %: 4,0 ± 1,5; 
Boi)Q o'luu,eHHaR, %: 96,0 ± 1,5; 
HoHbl ce e6 Q, %: 0,0001 - 0,0025; 

,. HaJHa'leHue U30e/lUR: 
MeOUijUHCKOeo U30eJlue npeOHQ3HQ'leHo: - OJIJI KOHmypuoii nJIQCmUKU MJlZKUX mKQHeu u MOJIO'IHOU J1CeJ1e3bl no Memooy I'.H. JIYKOMCK020,' -
OJIJl KOHmypHOU YUIQCmuKU MJlZKUX mKQHeU 8 ypollOZUU npu Jle'leHUU cmpeccoeozo HeiJepJICQHUJI MO'IU U ny3blpHO-MO'lemo'IHUK080M 

e JIIQKCe; - 8 KQ'lecmee 3aMeHbl CUHOBUaJlbHOU JICUOKOcmu n u Jle'leHUU 60JlbHblX C iJe O iMU IQ UMU 3Q60J1e6QHUJ/MU C cmQB06. 

P03pQ6om11uKu: 06u,ecmeo c 02pQHU'leHHOU omeemcmeeHHocmb/0 «HAYlfHhl l..fEHTP «EHO<l>OPM», 142784, 2. MocKBQ, KU110Memp 
KueecKozo tuocce 22-u (n. MocKoecKuu), iJoM08JIQo. 4, cmp. 2, :Jma:JIC 5, 6J10K I' 
llpoU3eoiJumeJ1b.' 0611,1ecmeo c 02pQHU'leHHOU omeemcmeeHHOCmb/0 «HAYlfHhIH 1..fEHTP «EHO<l>OPM», 142784, 2. MocKBQ, KW10Memp 
KueecKozo tuocce 22-u (n. MocKoBcKuu), iJoMOBllQO. 4, cmp. 2, :Jma:JIC 5, 6J10K r 
AiJpecQ .Mecm npoU3eoiJcmBQ MeiJuijUHCKOZO U30eJ1UJ1: 06u,ecmeo c 02pQHU'leHHOU omeemcmeeHHOCmb/0 «HA YlfHhIH 1..fEHTP 
«EHO<l>OPM», 142784, 2. MocKBQ, KU110.Mem KueecKozo uwcce 22-u (n. MocKoecKuu, oo.MOBJIQO. 4, cm . 2, :JmQJ1C 5, 6J10K I', PoccUR 

,. HauMenoBanue u ao ec 1a1<aJ'lu1<a: 

'· 
r. 

06iqecmeo c 02pQHU'leHHOU omeemcmeeHHOCmb10 «HAYlfHhlH lfEHTP «EHO<l>OPM», 142784, 2. MocKBQ, KwioMemp KueecKozo iuocce 
22-u n. MocKOfJCKUU OOM06Jla&1,4, cm . 2, Mla:NC s,.6JIOJ( r 

OCT ISO 10993-1-2011 "H3iJe;zUJ1 MeOUijUHCKUe. 011eHKQ 6uoJ102U'lecK020 iJeucmewi MeOUIIUHCKUX U30eJ1uu. l/Qcmb 1. 011eHKQ u uccJ1eiJoeQHUJ1; 
"OCT P HCO 10993-2-2009 11H3iJe;zW1 MeiJu11uHcKUe. D!leHKQ 6uoJ102u'lecK020 iJeucmeUR MeiJu11uHCKUX U30eJ1uu. l/Qcmb 2. Tpe6o6QHUJI K 
>pQU,eHu10 c JICUBOmHblMU; 'TOCT ISO 10993-4-2011 "H3iJe;zUJ1 MeiJu11uHcKue. 011eHKQ 6uoJ102u'1ecK020 iJeucmeUR MeiJu11uHCKUX U30eJ1uu. 
acmi, 4. HccJ1eiJoeQHUJ1 U30elluu, 63QUMOiJeucmey10u,ux c Kpoeb10; "I'OCT ISO 10993-5-2011 11H3iJe;zUJ1 MeiJu11uHcKue. 011eHKQ 6uoJ102u'leCK020 
iucmeu11 MeOUijUHCKUX U30elluu. l/Qcmb 5. HccJ1eiJ06QHUJ1 HQ 11umomoKCU'IHOCmb: .MemoiJbl in vitro; "I'OCT ISO 10993-6-2011 "H3iJeJ1UJ1 
~OUijUHCKUe. 011eHKQ 6UOJIOZU'leCK020 iJeucmBWI MeOUijUHCKUX U30eJIUU. l/QCmb 6. HccJle006QHUe MecmH020 iJeucmeUJI noCJle UMYUIQHmQijUU; 
"OCT ISO 1099 3-10-2011 "H3iJeJ1UJ1 MeiJu11uHcKUe. 011eHKQ 6uoJ1ozuiiecK020 iJeucmeUR MeiJu11uHcKux U30eJ1uu. l/Qcmb JO. HcCJ1eiJ06QHUJ1 
oiJpQJ1CQ10U,e20 u ceHcu6W1U3upy,o11,1e20 iJeucmeUR; 11 I'OCT ISO 10993-1J-2011 "H3iJe11UJ1 MeiJu11uHcKUe. D!leHKQ 6uoJ1ozu'lecK020 iJeucmeUR 
~iJu11uHcKux U3iJe11uu. l/Qcmb 11. HccJ1eiJoeQHUJ1 0611,1emoKcu'lecK020 iJeucm6UJl; 'TOCT ISO 10993-12-2011 11H3iJeJ1UJ1 MeiJu11uHcKue. 011eHKQ 
w1102u'1ecK020 oeucmeuR .Meou UHCKUX 1aiJeJ1uu. l/Qcmb 12. n uzomo8JleHue n 06 u KOHm OllbHble 06 Q3 b1; "I'OCT ISO 10993-18-2011 
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"Jf3i)e11UJ1 Mei>u11uHCKue. Oi,eHKa 6uo11ozu11ecK020 i)eucmBuR MeOUI/UHCKUX U30e11uu. l./acmb 18. Hcc11e006aHue xUMu11ecKux cBoucrti6 
MamepUa/106," II «C6opHUK PJ1K0600RlqUX Memoi)u11ecKUX MamepUa/106 no mOKCUK0/1020-ZUZUeHU'leCKUM ucc11e006aHURM nOJIUMepHblX 
MamepuaJ106 u U30e11uu Ha ux ocHoBe MeOUI/UHCKOZO Ha3Ha11eHUJ1», M3 CCCP, 1987; MY 1.1.037-95 Suomecmupo6aHue npoi>yK11uu U3 
no11UMepHblX u i)pyzux MamepuaJ106.; I'OCT 31214-2003 «H3i>e11UJ1 Mei>u11uHcKUe. Tpe606aHUJ1 K o6pa31/CJM u OOK)'MeHma11uu, npeiJcma611ReMb1M 

• Co 
• Co 

Ha moKCUKOJIOZU'leCKUe, CaHumapHO-XUMU'leCKUe ucnb1maHUJ1, ucnblfflaHUR Ha cmepUllbHOCmb u nupozeHHOCfflb.>I,' I'H 2.3.3.972-00 «JJ/(K • B, 
xUMu11ecKux 6eiqecm6 6blOe11R10iquxcR U3 MamepuaJ106, KOHmaKmupy,oiqux c nuiqeBblMU npoO)lKmaMu.»; I'OCT P 52770-2007 «H30eJIWI ,a611~ 
Mei>u11uHCKUe. Tpe606aHUJ1 6e3onacHocmu. MemoObl caHumapHo-xUMu11ecKux u moKcuK01102u11ecKux ucnblmaHuu» ; I'OCT EN 556-1-2011 ,eaK~ 
"CmePUJIU3aijuR Mei>u11uHCKUX U30e.Jluu. Tpe60BaHUJ1 K Mei>u11uHCKUM U30e.JIURM Kamezopuu cmepUllbHble. l./acmb 1. Tpe606aHUJ1 K Mei>u11uHcKUM JBei>e 
U30eJIURM, noiJ11eJ1CautUM qJUHUUlHOU cmepUJIU3a1,/UU. ". 

~---~- --~-~----~--~----- -------------------------------' ltMe.JII 

9. IlooBeoaeMble xapaKmepucmuKu u ucn oJJbJVeMbte cpeocmBa npoBepKu : 

.N2 HauMCHOBIWHe IlOK83aTeJUI 
IlpuMem1eMoe o6opy.noeaHHe 

H 3KCnepHMeHTaJIJ,HLie )KffBOTHLie 
1. Bec1,1 na6opaTOpH1,1e 3JieKTPOHHLie AP 210 
«OHAUS», llleeiiuapHll 
2. CeKyH.noMep "HHTerpan C-01 ", 3aeo.n 

9.1 BocCTaHOBHTeJILHLie npHMeCH "3neKTPOHHKa", PE 
3. TUTpOBaJILHWI 6IOpeTKa 
4. MepHWI nocy,na 
5. PeaKTHBI,I cornacHO MeTO.l{HKe 

9.2 H3MeHeHHe 3Ha11eHHJ1 pH 1. pH-MeTp pH-213 «HANNA instruments», fepMaHHJI 

1. AliaJIH3aTOp cneKTP04>0TOMeTpH11ecKHii AGILENT 
9.3 Y JILTJla<l>HOJieTOBoe nornomeHue HP 8453, «Agilent Technologies», fepMaHHJI 

2. KeapueeaJI KIOBeTa L=lcM 
ToKCHKOJIOfH'leCKHe xapaKTepHCTHKH 
P83,nplllKaIOIUee .neltCTBHe Ha KO)Ky H CJIH3HCTI,Ie 
OOOJIO'IKH )KffBOTHI,IX (oueHKa e 6aJIJiax). 
3pumeMa u o6pa3o6aHue cmpyna 

OTCYTCTBHe 3pirreMw ................................................................ ( 0 ) 
011eH1, cna6aJ1 3pHTeMa (e.nea 38MeTHIUI) ................................... ( 1 ) 
xopowo p83JIH1IHMaJI 3Pll1'0lll8. ....... ,, ........................... .............. ( 2 ) 
yMepeHHaJI 3pHTeMa. ............ ,., ................................................. ( 3 ) 
pe3KO BLiplllKeHHaJI 3pHTeMa (TeMHO-KpaCHWI) 
C o6pa30BaHHeM crpyna. ..... :i ..................................................... ( 4 ) 1. KpoJIHKH. 

06pa306aHue omeKa 2. Een1,1e iq>1,Ic1,I. 
OTCYTCTBHe otetca. .................... , ............................................ ... ( 0 ) 3. Een1,1e MhlllIH. 

9.4 011eH1, cna61,1lt oTeK ( cnerKa ~eTHLdl) ................................... ( 1 ) 4. fJI83HLie IlHileTKH. 
3aMeTHLIH OTeK, BLICTyilaIOIUHH HM noeepxHOCTI,IO 5. CTeKJU1HH1,1e wnaTeJIH. 
KO)Kff u HMeIOIUHH 'leTKO BLlplllKeHHLie rpaHHULI ................... ,[ 2 ) 6. Bec1,1 na6opa-ropH1>1e 3JieKTpOHHLie AP 210 
yMepeHHLiil OTeK (BLIC'l)'IlaIOIUHll HM IlOBepxHOCTLIO «OHAUS», llleeltuapHll 
KO)KH OKOJIO 1 .1 ... ~,-.•"1."I'"'"•••"•""• ....................................... ( 3 ) 
BLipaJKeHHLiil OTeK (pacnpoCTpaHeHHLilt, BLICTYTTaIOIUHlt 
HM noeepxHOCTLIO KO)KH 6onee 11eM Ha 1 MM) ......................... ( 4 ) 

Oi,eHKa iJeucmBWI Ha c11U3ucmy10 2Jla3a KfJOJIUKa 
peaKUHH uer ......... , ........................................................... ( 0 ) 
JierKoe IlOKpacHeHHe KOH1,JQHKTHBl,I ....... ... .............. ......... .. .. ( 1 ) 
IlOKpacHeHHe KOH'I,JOHKTHBLI H 11aCTH1IHO CJCJiepw .... ......... .... ( 2 ) 
pe3KOe IlOKpacHeHHe KOH'I,IOHKTHBLI H BCeH CKJiep1,1, 
fHOHHLilt OWTaJibMHT ....... .................................................. ........ ( 3 ) 

1. Een1,1e MbillIH. 

9.5 Onpe,neJieHHe OCTJ)Olt TOKCH'IHOCTH Ha 6eJibIX MI,IWax 
2. lllnpHULI ofu.eMOM 1,0 ml. 
3. Bec1,1 Jia6opaTOpHLie 3JieKTpoHHLie AP 210 
«OHAUS», llleei1uapuJ1 
1. KpOJIHKH. 
2. UeHTJlH<l>yra 

9.6 Onpe,neJieHHe reMOJIHTH'leCKOil: aKTHBHOCTH 3. AliaJIH3aTOp cne~Me-rpu11ecKHlt AGILENT 
HP 8453, «Agilent Technologies», fepMaHHJI 
4. MepHall nocy.na. 
5. PeaKTHBl,I cornacHO MeTO.l{HKe. 
1. 3aMopollCeHHaJI cnepMa iq>ynHoro poraTOro CKOTa 
2. AHBJIH3m0p TOKCH'IHOCTH AT-05, 

9.7 Onpe,neJieHHe HH,neKca TOKCH'IHOCTH EMK-HHBCCT, POCCHJI 
3. TepMOCTllT 

4. PeaKTHBl,I cornaCHO MeTO.l{RKe. 
1. CneKTpoMeTp aTOMHo-a6cop6uuoHHhiii «KBAHT - Z. 

9.8 Onpe,neJieHHe KOHUeHTJ)auHH MeTaJIJIOB 3TA», 000 «KoPTeK», PoccRJI 
2. PeaKTHBI,I cornaCHO MeTO.l{RKe. 
L XpoMaTOrpa4> )KH,nKOCTHOii Agilent 1100, «Agilent 
Technologies», fepMaHHll 

9.9 Onpe,neJieHHe KOHUeHTJ)auHH XRMR'leCKHX semeCTB 2. fa3os1,1ii xpoMaTOrpa4> AGILENT 7890N, «Agilent 
Technologies», fepMaHHJI 
3. MepHall nocy.na. 
4. PeaKTHBbl cornaCHO MeTO.l{RKe. 
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' llpoBepReM&le xapa,cmepucmu,cu u ucnollb3VeMble cpe()cmBa npoBep,cu: 

cmeyen if!! HaHMeHOBaIIHe Il0Ka3aTeJIJ1 IlpHMeHReMoeo6opy.noBaHHe 
H 3KCrrepHMeHT8JlbHbie lKHB0THble 

\ I. l130JIHpoaauub.Ie 60Kcb1 
1i>eH oo 

' 
2. JlaMHHapHble WKw)bI 

3. TepMOCTaTbl 
4. IlHTaTeJibHbie cpe.l(bl .10 Orrpe.neneuHe CTepHJibH0CTH H IIHporeHHOCTH 
5. MHKpoCKOII C CHCTeMoA aHaJIH3a H306palKeHWI 
6. LAL-TeCT 
7. MepHM rrocy.na. 

'.KHe 8. PeaKTHBbl cornacuo MeTO.l(HKaM. 
3Ha'leHWI KJIUMamu'leCKUX rjJaKmopoe «HewHeu cpei>w e nOMffUleHUJIX npu npoeeOeHuu ucnwmaHuu 

2015: coomeemcmeoeaJ1u mpe6oeaHWI.M HOPMamueHou OOKYMeHmauuu. , 
pKOU JO. PeJYJlbmambl ucnblfflQHUR. Ko,1106pa34a: OJ-117-1; Aara Hal.fana 11cnblraH11il: 26.10.2015; Aara OKOHl.faH1111 11cnblraH11il: 09.11.2015; 

HaHMeHOBaHHe II0Ka3aTeM )];orryCTHMbie 3aaqemrn Pe:1ym,TaTbl HCilbITaHHit Bb!BO.l(bl - · He 6oJiee 1,0 MJI. 
ICCT8HOBHTeJILHJ,Ie npHMeCH (0,02H p-pa 0,02 MJI. COOTB. 

THOCYJibq>aTa HaTJ)H.11) 
--::--IMeHeHHe 3HatJeHH.R pH ± 1,0 e.n:. 0,81 e,n:. C00TB. 
!HOU He 6oJiee 0,3 e,n:. 0.Il. 
1npu 11,Tpa<tmoJieTOBoe norno~eHHe 

(220-360 HM.) 
0,179 e.n. COOTB. 

16e 
0 6annoa 0 6annoa 1)1(8 C00TB. 

u 
IH3HCTIUI rnaJa Kp0JIHKa 0 6annoa 0 6annoa C00TB. _ , 

OcmpaR moKCU'lHocmb Ha 6enblx MblUiax npu «l6p. ««eoeHuu I. 

I l epTHOCTL HeT HeT C00TB. 

~HHH'IeCKHe CHMIIT0Mbl HHT0KCHK8UHH HeT HeT C00TB. 
:aKpOCKOilH'IeCKHe H3MeHeHH.R 

HeT HeT C00TB. 
,raH0B H TKattelt 

'rf«ema :X:OBble KOOQ)q>HUJfelfl1,I auyrpemmx oprauoa 
HeT HeT C00TB. 

i8]rnt1He .D:0CTOBepmJX IDMeHeHH!t) 
2, % - npe,n:eJJeHHe reMOJIHTH'IeCKOlt 8KTHBH0CTH He 6oJiee 2 % 0,24 % C00TB. 

>Ji>a u 
H.D:eKCT0KCH'IH0CTH OT70,n:o 120% 73,8 % C00TB. 

,noma Kom,1eHmpalfUR MemaJ1J10« « «blmR:JICKe U3 U30enuu: 
/OHWI [e.n:L (Cu) .n:o 1,0 Mr/JI Mettee 0,001 Mr/JI C00TB. 

98%, BHHeu (Pb) .n:o 0,03 Mr/JI Mettee 0,001 Mr/JI C00TB. 
Ullu ;poM (Cr) .n:o 0,1 Mr/JI Mettee 0,001 Mr/JI C00TB. 

;a.D:MHlt (Cd) .n:o 0,001 Mr/JI Mettee 0,0001 Mr/JI C00TB. 

apHik (Ba) .n:o 0,1 Mr/JI Mettee 0,001 Mr/JI C00TB. 

IJI0B0 (Sn) .n:o 0,1 Mr/JI Mettee 0,00 l Mr/JI C00TB, 

(HHK (Zn) ,n:o 1,0 Mr/JI Mettee 0,001 Mr/JI C00TB. 

-- KoHlfeHmpazfUR XUMU'leCKUX «eU{ecm« « «blmR:JICKe U3 U30enuu: 
OM l KpHJiaMH.D: .no 0,01 Mr/JI Meuee 0,001 Mr/JI C00TB. 

--!:i<PHJIOHHTpHJI .n:o 0,02 Mr/JI 0,005 Mr/JI C00TB . 

ieH3oJJ .no 0,01 Mr/JI MeHee 0,001 Mr/JI C00TB . 

•YTHJiaKPHJJ8T .n:o 0,01 Mr/JI Mettee 0,001 Mr/JI C00TB. 

ieKcaMeTHJJeH,n:HaMHH .n:o 0,01 Mr/JI Meuee 0,001 Mr/JI C00TB. 

tieTHJJaKpHJI8T .n:o 0,02 Mr/JI Mettee 0,001 Mr/JI C00TB. 

/1eTHJIMeTaKPHJI8T . ,n:o 0,25 Mr/JI Meuee 0,001 Mr/JI C00TB . 

,1eTHJIOBbIH CilHpT .n:o 0,2 Mr/JI 0,002 Mr/JI C00TB. 

~eHOJI .n:o 0,05 Mr/JI 0,002 Mr/JI C00TB. 

PopManL,n:em.n: .n:o 0,1 Mr/JI 0,010 Mr/JI C00TB. 

)ncHJIOH-KanpoJiaKTaM ., .n:o 0,5 Mr/JI Mettee 0,00 l Mr/JI C00TB . 

,4aHHbze no cmepWlbHocmu u anupo2eHHocmu o6pa3lfa 
'.::TepHJibHOCTb CTepHJibH0 CTepHJibH0 C00TB. 

1HporeHHOCTb anHp0reHH0 anHporeHH0 C00TB. 

11. 3AKJ/10l/EHHE 
Ilpeocma811eHHble o6p03lfbl .Me0UlfUHCK020 U30enua: MamepuaJ1-6uonoJ1UMep «ooocooep:J1COUfUU c UOHa.MU cepe6pa 
cmepWlbHblU «API'H<POPM», TY 9398-001-52820385-2015: MamepuaJ1-6uonoJ1UMep 600ocooep:»eaUfuU c UOHOMU cepe6pa 
cmepW1bHb1u «API'H<POPM» (« Ka'lecm«e 3aMeHbl cuHo«uaJlbHOU :»CUOKocmu npu ne'leHuu 60J1bHblX c oe<J10pMupy10U{UMU 
Ja6one«aHtmMu cvcmaeo«), noo mov20eou MOVKOU «HOJJTPEKC™», nvoUJ«oocm«a: pa3pa6om'luKu: O6U{ecm«o c 
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ozpaHu"eHHOU omeemcmeeHHOCmblO «HAYf./Hb!Jf aEHTP «EHO<l>OPM», 142784, z. MoCK6a, KWIOMemp KueeCKOZO 
Utocce 22-u (n. MOCK06CKUU), OOM06JIOO. 4, cmp. 2, 3ma;J1C 5, 6110K r 
llpOU3600UmeJlb.' 06iqecmeo C ozpaHU"eHHOU omeemcmBeHHOCmb/0 «HAyt[J{bJH aEHTP «EHO<l>OPM», 142784, z. 
MocKea, KwioMemp KueecKozo uiocce 22-u (n. MocKoecKuu), ooMo6llao. 4, cmp. 2, 3ma;J1C 5, 6110K r 
Aopeca Mecm npoU3eoocmea MeouquHcKozo U30eJIUR: 06iqecmeo c ozpaHu"eHHOU omeemcmeeHHOCmblO « HAYf./HblH 
aEHTP «EHO<l>OPM», 142784, z. MocKea, KwioMemp Kue6CKOZO utocce 22-u (n. MocK06CKUU), OOM06JIOO. 4, cmp. 2, 
3ma;J1C 5, 6110K I', Poccwi 

He mo1<.cu1111b1, coomBemcmB 10m m e6oBaHURM HO 'MamuBHou 001<. 'MeHma uu 

12. lloonucu: 

llpomoKOR o,PopMwia ----:;;>"'9'fir ~ bL...----E.B. I'peKoea 

Jfcno11Hume.nb A.A. JlanmaHoeu" 

p,pec: 

1-mail: 
Ten: 

~aKc: 
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npunoJKeHue 2 

«YTBEP>l<AAIO» 

IlPOTPAMMA H METO 

• B6oOHaa 11,acmb 

1.1. HauMeH06aHue ucn1,1m1,16ae.MOZO Meou UHCKOZO U30eJlUA 06 (lJ a : 
epHM•0HononHMep so.z1oco.z1epllCamHlt c H0HIIMH cepeopa CTepHm,Rr.dt «APrHCl>OPM», TY 9398·001-52820385-2015: MaTepm1JI­

Honon11Mep B0)l.Oeo.11.epllCall\HH e H0HaMH cepeopa CTepHJibHbdi «APfM<I>OPM» (B Kaqec-rse 3aMeHbl eHHOBllaJibHOii llCH)I.K0CTH npH 
neqeHHH 6oJibHbIX e .11.e o MH !OIUHMH JaoonesaHIDIMH e c-rasoe , no.11. To roeoit Ma Koii «HOJITPEKC™» 

Pa3pa6oTq11K11: O6mec-reo e orpaHHqeHH0ii 0TBeTCTBeHH0CTb!O «HAYlJH.hll1 ~HTP «EMO<I>OPM», 142784, r. MoeKea, KHJIOMeTp 
K11eseKoro woeee 22-n (n. MoeKOBeKHii), )l.0M0BJla)I.. 4, CT)). 2, 3TIDK 5, 6JIOK r 
Ilpo11JBO.II.HTen1:,: O6mec-reo e orpaH11qeHH0ii 0TBeTCTBeHH0CTb!O «HAYlJHhlH UEHTP «EMO<I>OPM», 142784, r. MoeKea, KHnoMeTp 
K11eeeKoro woeee 22-it (n. MoeKoeeKHii), .11.oMoena.11.. 4, CT)). 2, 3TIDK 5, 6noK r 
A.11.peea MeCT npo113so.11.c-rea Me.11.HUHHeKoro HJ.11.enmi: O6mec-rso e orpaH11qeHH0ii 0TBeTCTBeHH0CTblO «HAYlJH.hlH ~HTP 
«EMO<I>OPM», 142784, r. MoeKea, KHJIOM K11escKoro wocce 22-it n. MocKOBCKHfi , .11.oMoena.11.. 4, . 2, 3TIDK 5, 6noK r, Poccm1 

Me.11.HUHHCKOeo 113)1.eJil!e npe)I.Ha3HaqeHo: • )I.Jill KOH'fYPHOii nnaCTHKH MllfKHX TKaHefi H MOJIQqHoii )KeJie3bl no MeT0.11.Y r.H. JlYKOMeKoro; • 
)I.Jill KOHTypttoi! nnaCTHKH MllfKHX TKaHeii B ypon0rHH npH neqeHHH CTpeeeoeoro tte.11.ep)KaHl{ll Moq11 II IlY3b1pH0•M0qeToqHHK0B0M 

e Jl!OKee; • B KaqeeTBe 3aMeHbl eHHOBHaJibH0ii )KH)I.K0CTH Il H neqeHHH OOJlbHblX e .ne 0 MH IOIUHMH 3a6oneeaHHllMH e CTaB0B. 

1.4. l.(e.nb n 0Beoe11uR ucn1>1ma11uR Meou uHcKozo UJoe.nuR: 
roe .11.a CTBeHHall erHCT aUHll Me)l.HUHHeKoro H3)1.eJIHll 

1.5. Mecmo n 0Beoe11uR ucn1>1maHUR Meou uHcKozo uJoeJruR: 
MJIU <I>rEYH HMM <I>XM <I>MEA PoeeHH 

O6mec-reo e orpaHHqettHoii 0TBeTCTeettH0CThlO «HAYtJHbl ~HTP «EMO<I>OPM», 142784, r. MoeKea, KHJIOMeTJ) KHeeeKoro woeee 
22-A (TI. MOCKOBCKHii , )l.0M0BJla)I.. 4, . 2, 3TIDK 5, 6JIOK f 

llR6.lleHue o npoeeoeHuu moKCUK011ozu'lecKux ucc11eooeaHuu. 
C6eOeHuR o HOpMamueHoit OOK)IMeHma11uu Ha MeOUIIUHCKoe UJOe11ue. 
TaHu'lecKaR u 3Kcn11yama11uoHHaR OOK)IMeHma11UR c nepe'lHeM Ha11uoHaJ11>H1>1X cmaHOapmoe, mpe6oeaHURM KomopblX coomeemcmeyem 

~UHCKoe UJOe11ue. 
3asumeHue Ha npoeeOeHue pezucmpa11uu MeOUI/UHCKOZO UJOenUR. 
KOJ1u'lecmeo omo6paHHblX OJIR ucm11maHuit 06pa311oe MeOUIIUHCKUX UJOe11uu - 15 zum. HoMep napmuu 1698 Pama npoUJeoocmea 

':IN!pUJ1UJa11uu) 02.07.2015z. I'ooeH oo 02.07.2017 z. 
rJ°exHU'lecKue c11oeUR MTY 9398-00J-52820385-2015 

HO.II. Il0JJH0ro aceaebJBaHHll OT 6 Mee. )1.0 2-x JleT 

!. 3«.cnepwueHmaJlbHOe ucnbtmanue u 3«.cnepmnaa Ol{eH«.a o6pa3l{a 

t,,,,,map110-XUMU'leCKUe UCnblfflaHUR (ucCJ1eoosa111ui tjJUJUKO•XllMU'leCKUX nOKll3ameJleii) U nUJKCUKOJIOZU'leCKUe ucnwmaHUR 

IO:JleooBaHuR 6uo11ozu11ecKux noKll3ameneii) o6pa3~a npoUJBooumr, 6 coomBemcmBuu c: 

OCT ISO 10993-1-201 I "HJOeJIUR Meou11uHcKUe. 011eHKa 6uo11ozu14ecKozo oeucmeUR Meou11uHCKUX UJOe11uu. lfacmi, 1. D!leHKa u ucCJ1eooeaHUR; 
rocT P HCO 10993-2-2009 "HJOeJIUR MeOUijUHCKUe. 011eHKQ 6uOJIOZU'leCKOZO oeucmeUR MeOUijUHCKUX UJOeJIUU. lfacmi, 2. Tpe6oeamm K 
lfpa,qeHu10 c J1CueomHblMu; 'TOCT ISO 10993-4-201 I "H3oe11UR Meou11uHCKUe. D!leHKa 6uOJ1ozu14ecKozo oeucmeUR Meou11uHcKUX UJOeAuu. 
bcm1, 4. HcCJ1eOoeaHUR UJOeAuit, BJaUMooeucmey10141ux c Kpoe1,10; 'TOCT ISO 10993-5-201 I "HJOeJIUR Meou11uHcKUe. D!leHKa 6uo11ozu14ecKozo 
riicmewi Meou11uHCKUX UJOeAuit. lfacmi, 5. Hcc11eooeaHUR Ha 11umomoKCU'lHOcm1,: Memoow in vitro; "I'OCT ISO 10993-6-201 I 11HJOe11UR 
.,,UHCKUe. 011eHKQ 6UOJIOZU'leCKOZO oeucmBUR MeOUijUHCKUX UJOeJIUU. lfacmb 6. HcCJleOoeaHue MeCmHOZO oeucmeUR noc11e UMnllaHma11uu; 
"OCT ISO 10993-10-201 I "HJOeJIUR Meou11uHCKUe. D!leHKa 6uo11ozu14ecKozo oeucmeUR MeOu11uHcKUX UJOeAuit. lfacmi, JO. Hcc11eooeaHUR 
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pa30pa:JICQIOIJleZO u ceHCU6UJIU3upylOIJleZO oeucmewi; II I'OCT ISO 10993-11-2011 "H1oe.nwi MeOUIIUHCKUe. Oa,eHKQ 6uo11ozu'leCKOZO oeuc,:iBUR 
Meoua,UHCKUX U30eJIUU. l/Qcmb 11. Hcc11eoo8QHUJI 061J1emOKCU'leCKOZO oeucmewi; "I'OCT ISO 10993-12-2011 "H1oe.nwi Meoua,uHCKUe. Oa,eHKQ 
6u011ozu"1ec1<ozo oeucmewi Meoua,uHcKUX U.Joe11uu. l/Qcmb 12. llpuzomo8/leHue npo6 u 1<0Hmpo11bHble 06pa311bl; 'TOCT ISO 10993-18-2011 
"H1oe11wi MeOUIIUHCKUe. 014eHKQ 6UO/IOZU'leCKOZO oeucmewi MeOU'4UHCKUX U30eJIUU. l/QCmb 18. Hcc11e008QHUe XUMU'leCKUX ceoucme MQmepUa/108; 
II «C6opHUK pyK0800JIIJIUX MemOOU'leCKUX MQmepUa/108 no mDKCUKO/IOZO-ZUZUeHU'leCKUM ucc11e008QHUJIM no11UMepHblX MQmepua/108 u U30e/lUU 
HQ ux ocHoee Meou14uHc1<ozo Ha:JHQ'leHwi», M3 CCCP, 1987; MY 1.1.037-95 EuomecmupoeQHUe npOOJIKlluu U3 no11UMepHblX u opyzux 
MQmepua/loe.; I'OCT 31214-2003 «H1oe.nwi Meoua,uHcKUe. Tpe60BQHUJ1 K o6pma,a,., u OOK)'MeHmQ14uu, npeocmQ8/IJleMblM HQ mo1<cu1<011ozu"ec1<ue, 
CQHUmQpHO-XUMUl/eCKUe ucnblmQHUJI, UCnblmQHUJI HQ cmepUllbHOCmb u nupozeHHOCmb.»; I'H 2.3.3.972-00 «lll(K XUMU'leCKUX BelJlecme 
BblOellJIIOIJIUXCJI U3 MQmepua/loe, 1<0HmQ1<mupy10IJIUX c nu1J1e8b1MU npooy,cmaMu.»; I'OCT P 52770-2007 «H1oe.nwi Meou14uHcKUe. Tpe606QHUJI 
6e10nQcHocmu. Memoobl CQHUmQpHo-xUMu'1ec1<ux u mo1<cu1<011ozul/ec1<ux ucnblmQHUU» ; I'OCT EN 556-1-201 I "CmepU11U3Q'4UJ1 Meou14uHc1<ux 
U.Joe11uu. Tpe6oeaHwi K Meou14uHcKUM U30e/lUJIM 1<amezopuu cmepUJ1bHb1e. l/acmb I . Tpe6oeaHUJI K Meoua,,mcKUM U30e.nUJIM, noo11e:J1Ca1J1UM 
<j,UHUWHOU cmepU11U3~'4UU. ". 

3. OtJ,opMJ1,enue peJyllbmamoB ucnbtmanuu 

3.l.Pe1yJ1bmamb1 ca11umap110-xUMu11ec1mx u mo1<cu1<0J1ozu11ec1mx ucm,manuii. npeOCma6lleHHOZO 06pm14a 
MeOUlfUHCKOZO UJOertUR c11uma10m ompu14amertbHblMU, eCJlU OOUH (wiu HeCKOllbKO) UCClleOOBUHHblX 
napOMempoB ue coomBemcmBy10m mpe60BaHUJ1M nopMamuBnoii., mexuu11ec1<oii. u :1,cc11.11yama14uouuoii 
OOK)'Meuma14uu. 

3.2. 3Kcnepmmu, 014eu1<a pe1yJ1•mamoB :JKCnepUMeumallbHOzo ucnb1ma11UJ1, c BblBOOOM o coomBemcmBuu 
npeocma6/le1111ozo 06pm14a mpe6oBaHUJIM 6e1onac11ozo npu.M1meHUJ1 u pe1<0Menoa,.UJ1Mu K BO:Mto31CHocmu 
npoBeoeuUR KJ1uuu11ec1<ux ucnbtmauuii otJ,opMJU110mCJ1 B 31UC1l1011e11uu, Komopoe noonucbtBaemcR 
:JKcnepmoM u ymBep31COaemcR JOMecmumeneM py1<0BOOumeJU1 Hcm,mamertbuoii 11a6opamopuu 
Meou14uuc1<ux UJOenuii. 

1. 

3.3. PeJyllbmambl 3KCnepUMeHmallbH0ZO ucm,maHUJI o6pmqa C no.'IHblM YKaJQHUe.M HOUMeHOBQHUJl(j, 

UCCJleOOBUHHblX noKmamerteii, CCbl/lOK Ha MemoOUKU ux npo«MHIUI, a maK 3/Ce coomBemcmBUR 
pe1y11bmamoB no1<mame11eii mpe60BaHUJ1M nopMamUBHbtx oo,cy.we111110C o,J,opMJZR10mcR B npomo1<0J1e 
moKCUKO/lOZUlleCKUX ucnbtmanuii MeOUlfUHCKUX UJOertuii (Mlllllepllllllotl), ycmaHa6JlU6UIOUl,UX UX 4· 
6uo11ozu11ecK)'10 6e1onac11ocmb. IIpomoKoll ymBep31COaelllt:JI Ja.tttcmume.1e.tt py1<oaooume11J1 
ucnbtmamellbHOii 11a6opamopuu Meou14uuc1<ux UJOelluii. IIpo,,,o,w.1 .M&uemcR ueonn,e.w,e~1bl.llt 5· 
npwio31CeHueM 1 K 3aKJ11011e11u10. 'O 

pi 

3.4.HacmoRW,a.JI IIpozpOM.Ma u Memoou1<a mo1<cu1<011ozu11ec1<ux ucnwma,,11il Met)11141111c1<ux moeJ1uii 'O 
(MamepualloB), ycmanaBJ1UBa10w,ux ux 6uoJ1ozu11ecK)'10 6e1onacllOClll6, ~HHIIR JOMecmum@e.M 'O 

py1<0BooumertR ucnbtmamertbHOii 11a6opamopuu Meou14uHCKIIX UJl)e.111il II coz.1acHaHHaR c 3a1<m11u1<0.M ~ 
ucnbtmanuii 06w,ecmBo c ozpa11u11e1111oii. omBemcmBe11uocm•10 «HA.yqnJJj/ llEHTP «&HOf/JOPM», 'O 

142784, z. MoCKBa, KwioMemp KueBCKOZO IUOCCe 22-ii (n. MoCKlHIC,a,ii), tla.Noc.100. 4, cmp. 2, :Jma31C 5, 6110 61. 
r. IIpozpOM.Ma u MemoouKa mo1<cu1<0J1ozu11ec1<ux ucnbtmanuii. RB.VlemCJI MDlff'W!.t1.1e.ttbUt npw,031ee11ueM 
K 3aKJ11011eHUIO M 89\2.015P om 10 HOR6pR 2015 • 

.. 
8. 
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n uno>KeHue 3 

Ai:lpec: 
«YTBEP>K,QAIO» 

e-mail: 

2. 

Ten: 
<l>aKc: 

-4·~ ~- I I HUR u n omo1<011 oeiicmsuml!ll6H61 mo1161<0 Ha n 

IIPOTOKOJI .N!? 89\2.015CII OT -------"----->,,..=,,..,._...., 
Hcm.1TaHHii Me,llHQHHCKHX H3,lleJIHti MaTe HaJIOB 

1. H~ue uJOe.nUR Mame uana , mun MoOe.n6 Ma 1<a: 
Mamq,a.J-li,,o110J1UMep 6ooocooepJ1Cau,uu c uoHaMU cepe6pa cmepw,bHblU «API'H<l>OPM», TY 9398-00J-52820385-2015: Mamepuan-
6uona,aaiq, IIOdocooep:JK:au,uu c uoHaMU cepe6pa cmepWlbHblU t<API'H<l>OPM» (6 Ka'lecm6e 3aMeHbl cuHo6UanbHOU JICU0Kocmu npu 
J1e'1eH11116an,,u,vc Coe 0 !MU 10 UMU 3a6011e6aHURMU C cma606, noo m Z060U Ma KOU «HOJITPEKC™» 

Pa3pa/i(ilJP.ppru: 06u,ecm6o c ozpaHU'leHHOU Om6emcmae,,HOCIIIWQ 'P dJHO<l>OPM», 142784, z. MocK6a, Kw,oMemp 
Kue6CK020 wocce 22-u (n. MocK06cKUu), 00Mo611ao. 4, cmp. 1, 3ma:,,c 5, 6~oK I' 
IlpoU3600ume.11b: O6UJecm6o c ozpaHU'leHHOu om6emcm6eHHocmb10 «JfAyc[JlhJH aEHTP «511O</JOPM», 142784, z. MocK6a, KwzoMemp 
Kue6CKOZO wocce 22-u (n. MocK06CKUU), 0OM06.Aa0. 4, cmp. 1, 3ma:JIC 5, 6.AOK r 
Aopeca Mecm npOU3600Cm6a Me0UIIUHCKOZO U30e.JIUJI.' 06u,ecnu,o C 02p0Hll'leHHOU om6emcm6eHH0CmblO (( HA yt[HblH aEHTP 
«511O</JOPM», 142784, z. MocK6a, KUJ10Mem Kue6CK020 IIU1CU 22-u n. MOCK06CKUU, OOM06.Aa0. 4, cm . 2, 3ma:J1C 5, 61101< I', PoccUR 

HaUMe11osa11ue u ao ec 3a1<tl311u1<a: 
O6u,ecm6o c ozpaHU'leHHOU om6emcm6eHH0Cmb10 «JfA'},'t/HlJH l.lEHTP «GHO<l>OPM», 142784, z. MocK6a, KwzoMemp Kue6cKozo wocce 

UR 22-u n. MocK06CKUU ' 0OM06.AQ0. 4, cm . 1, 3ma:JIC 5. NOK r 
1.1e 

ux __ 4=. =]C}n~oic~o~o~c~m~e~;w,~~u~J~a~l(~u~u~u~J~O~l!ll~UR~~-~· ~~~~~~"'1llHIU,IJC~~~~~~~~2~~!~~~!~~~~,,~~~~~~~~~i~~~~~~~~;~~~~~~~~}~~]~~]========J ~1R 
,,.., 5. Hcnb1ma11ua n o•et>e11w • COCNW...cm- c: 

'OCT EN 557-1-2011 «C~...,_Miil+JD!llei: "3t}e,,URMKamezopuu «cmepwzbHble». lfacmb 1. 
e6o6aHUJI K .we0UIIUHCKIIM ~WU,. nod.fexau,UM ,Jnuna,u,ou CtneptUU3QlP41»; 

IIU 'OCT Ha Meou11uHcKoe U30e.irue (npu HtUU'IIIII). 

rocT ISO 11737-2-2011 «Cmepw,U301pUI AU!Ola{UH<:Kf!X ~UM. Mwq,o6,uuozu'leCKUe MemOObl, lfacmb 2. HcnblmOHUR Ha cmepWlbH0Cmb, 
LH fpo600UMble npu 6anuoaquu np~cco6 cmepw,U3aquu», rtpru<XJlllHKe A.. 
O.tf tocT ISO 10993-1-2011 l130e.JIUR Me0UIIUHCKUe. D!leHKa 6UOJIOZU'lecK020 oeiicmBUJI Me0UIIUHCKUX U30eJIUU. lfacmb 1. D!leHKQ u UCCAe0o6aHUR 
I», rocT ISO 10993-11-2011 J13oe11UR Me0UIIUHCKUe. D!leHKQ 6UOJIOZU'leCK020 oeucm6UR MeOUIIUHCKUX U30eJIUU. lfacmb 11. HccAe006aHUR 
ioK (6u,emoKcu"ecKozo oeucm6UR, npW10J1CeHue F; 
I J tOCT 3 J 3 J 4-2003 « J13<)e11UR Me0UijUHCKUe. Tpe606aHW1 K o6pa:JIJ(lM U OO,cyMeHtna'IUU. npeocma6.AReMblM Ha m0KCUK0JI0ZU'leCKUe, CaHumapH0-

lt,wU'teCKUe ucnblmaHUR, ucnblmaHWI Ha cmepWlbH0cmb u nupozeHH0Cmb», npwzoJ1CeHue 5. 
</JC 42-0062-07 EaKme uanbHble 3H0omoKCUHbl 

6. Mecmo n oaeoe11u11 ucnb1ma11uu: 
7cnblmame11bHa1111a6opamopUR Me0UIIUHCKUX U30e.11uu </JI'EYH HHH </JXM </JMEA Poccuu. 

ec: 119435, z. MocK6a, 'JI. ManaR Ilu ozoBCKaR, o JA, cm oeHue 3, 4-u 3m(l;)IC, noMe eHUR NgJ{g 424,425, 428. 

8. llposepae.Mbte xapa1<mepucmu1<u u ucno11b3VeMbte cpeocmsa nposep1<u: 
N2 HaHMeHOBaIIHe Il0KaJaTeIDI IIOHMeHJleMoe o600Y.llOBaIIHe 

- ycrpoiiCTBo .llIDI O'IHCTKH H CTepHJJH3filUIH ao3.nyxa YIUC-99-01-«CAMIIO», 
OM-22, 3AO «CaMno», PoccHJ1 

- 6HOJIOrH'leCKH'1 JlaMHHapHbl'1 60KC C ycrpoitCTBOM .llIDI O'IHCTKH H CTepHJJH3fil.lHH 

8.1 CJ'q>HJD,HOCTh 
ao3.nyxa r JI-YOC-99-0 l «CAMIIO»,3AO «CaMno», Poccm1 

- TepMOCTaT cyxoao3.nyWHhI'1 TCO-180 CITY, PoccHll 
- XOJIO,llHJILHHK .llByxKaMepHb1'1 C MOpo3HJibH0'1 KaMepon, CTHHOJI, POCCHJI 

I 

- :me!CI'pOHHhI'1 TepMornrpoMe-rp CENTER, Mo.nenh CENTER 311, npoH3BO.llCTBa 
TaitaaHh, CENTER Technology Corp. 

- TBep.noTeJihHhI'1 TepMoCTaT PyroThenn Opulus, Mo.nenh PT-1/240, BeHrpHll; 
- anHporeHHbie npo6HpKH H HalC0He'IHHKH; 
- aBTOMaTH'leCKHe IlHileTKH c npeMeHHhIM 061.eMOM 100-1000 MICJI; 

B.2 flHporc:eeoCTb - anHporeHHaJI MepHM nocy.na; 
- JIAJI-ao.na; 
- perucrHBLI Charles River Endosafe, ClllA (JIH3aT aMe6oUHTOB Me'lexaocra -

Lumulus Amebocyte Lvsate; cTaH.naoT 3H.ll0TOKCHHa 20 ME/Mn). 
3Ha'leHWI KJIUMamu'leCKUX </Ja1<mopo6 6HewHeU cpe0bl 6 nOMeUJeHURX npu npoBe0eHuu ucnblmaHuu 

coom6emcmBo6anu mpe6o6aHUJ/.M HDpMamueHou 0OK}'MeHmauuu. 

I 
-

t llpwzoxeHue 3. Ilpom0Ko11 M 89\2.015Cll. CmpaHuya 1 us 2 _ i 
~ -------1 ..... , ------~=~~;_,;....._ ______ __.___,__ __ 



9. P e3Wlbmambl ucnblmaHUJI 

KoA o6pa34a: OM17-1; Aara Ha4ana HcnblTaHHH: 26.10.2015; Aara OKOH48HHR HCl'lblTaHHH: 09.11.2015; 

HIUIMeHOBW-IHe Il0KaJaTeJUl ,l(onyCTHMbie JHa'leHHll PeJyn1,TaThlHCITI,ITaHHn BMBO,llI,I 

Hcnb1mQH1U1 HQ cmepwibHocmb 

IloceB Ha mtTaTem,HYJO cpe~: Orcyrc-mne pocTa 
OrcyrcTByeT CooTBeTcTByeT 

TpHnTHKaJO-C0eBl,Jfi 6ym,OH MHKpoopraHHJM0B 

IloceB Ha nHTaTeJJbffYlO cpe~: OrcyrcTBHe pOCTa 0rcyrcTByeT CooTBeTCTBYeT 
MKco-neDTOHHbift 6yJJbOH c rJIIOK0Joii MHKpoopraHHJM0B 

· IloceB Ha DHTaTeJJbffYJO cpe~: OrcyrcTBHe pocTa 
Orcyrc-myeT CooTBeTcTByeT 

)];eKCTP03Hblfi 6yJJbOH Ca6ypo MHicP0op ramt:JM0B 

Hcnb1mQHWI HQ nupo2eHHOCmb 
O6lll,aJI K0HUeHTpal.J,IDI 3H,!J;0T0KCHHa Ha < 20E3 < 20E3 CooTBeTcTByeT 
HJ,!J;eJJHH 

JO. 3AKJIIOI/EHHE 
IIpeocmQ6JleHHNe o6pQ31,lbl Meou1,1uHc1<020 U:Joenwi: MQmepuaJ1-6uonoJ1UMep eooocooep:»eQU/UU c uoHa.MU cepe6pQ 

cmepWlbHblU «API'H<fJOPM», TY 9398-001-52820385-2015: MQmepuaJ1-6uonoJ1UMep eooocooep:»eQUJUU c UOHa.MU cepe6pQ 
cmepwibHblU «API'lf<fJOPM» (e KQ'lecmee 3a.MeHbl cuHOBUaJlbHOU :»CUOKocmu npu J1e11eHuu 60J1bHblX c oepopMupy10UJUMU 

3Q60J1eBQHURMU cycmQBOB), noo mopweou MQpKoii «HOJITPEKC™», npoU:JeoocmeQ: Pa:Jpa6om11uKU: 06UJecmeo c 
02pQHU1JeHHOU omeemcmeeHHOCmb/0 «HAYtfHblH l.(EHTP «EHO<fJOPM», 142784, 2. MocKBQ, KwioMemp Kueec1<020 

zuocce 22-u (n. MOCKOBCKUU), OOM06JIQO. 4, cmp. 2, '3ma:HC 5, 6JIOK r 
IIpoU:Jeooumenb: 06uJecmeo c 02pQHU1JeHHOU omeemcmeeHHOCmb/0 «HAYtfHblH l.(EHTP «EHO<fJOPM», 142784, 2. 

MocKBQ, KwioMemp Kueec1<020 zuocce 22-u (n. Moc1<oec1<uu), ooMo6Jlao. 4, cmp. 2, 3ma:,,c 5, 6J10K I' 
AopecQ Mecm npoU:JeoocmeQ Meou1,1uHcK020 U:Joenwi: 06UJecmeo c 02pQHU1JeHHOU omeemcmeeHHocmb/0 « HA YtfHbIH 
l.(EHTP «EHO<fJOPM», 142784, 2. MocKBQ, KwioMemp Kueec1<020 zuocce 22-u (n. Moc1<oec1<uu), OOM06JIQO. 4, cmp. 2, 

3ma:,,c 5, 6J10K I', PocCUR 
coomeemcme ,om m e6oeQHUJlM Ho MQmUBHoii oo 'MeHma uu no noKa3ameJIJIM «Cme WlbHocmb» u «nu 02eHHocmb» 

11. H cno!lHUmeJlb ucnbtmanuii 

Ilpwio:J1CeHue 3. Ilpomo,cOJI M 89\2.015Cll. 



<l>E,ll;EPAJihHAfl CJIYJKliA no HA,n;30PY B C<l>EPE 
3,n;P ABOOXP AHEHIDI H COIUIAJ(hHOrO P A3BHTIDI 

HCilhlTATEJihHAfl JIAliOPATOPIDI ME,ll;HD;HHCKHX H3,ll;EJIHH 
<I>rliYH HHH <l>XM <l>MliA POCCHH 

ATTECTATAKKPE,lUITAQMH 
HCIIblT ATEJihHO8 JIAEOPATOPMH 
ME,lU-IQHHCKHXM3~JIH8 
<l>f:6YH HMM <l>XM <l>MEA POCCMM 
.N'!! RA.RU.21MH25 OT 10 01m16pJ12015r 

IlHChMO-,ll;OilOJIHEHHE 

«YT B E P JK ,!I; A IO» 
3aMeCTHTeJIL PyKOBO,!l;HTeJUI 

HcnLITaTeJJLHOH JJa6opaTopuu 
MC-,!l;HQHHCKHX H3,!l;CJIHII 

<I>rliYH HHH <l>XM <l>MliA 

K npoToKony N!! 89\2.015P OT 10 HO.H6p.H 2015 

Ml.I, HJIQ <1>rEYH HMM <l>XM <l>MliA PoccHH HacTo.HIIUfM noJJ:TBep)l()];aeM, lffo HaMH-
61>mH npoBeJJ:eHLI TOKCHKOJIOrH11ecKHe HCilLITaHH.H H3JJ:eJIH.H «MaTepHaJI-6HOilOJIHMep BO,!l;OCO­
JJ:epiKa.IIUfH c HOHaMH cepe6pa cTepHJII>HI,IH «APrH<l>OPM», TY 9398-001-52820385-2015: 
MaTepHan-fomnomiMep BOJJ:oco,!l;epiKamHA c H0HaMH cepe6pa cTepHJILHLIH «APrM<l>OPM» (B 
Ka'leCTBe 3a.MeHLI CHHOBHaJILHOH iKHJJ:KOCTH npH Jie'!eHHH 60JILHl,IX C JJ:e<l.>opMHpyIDII(HMH 1a60-
11eBaHH.HMH cycTaBoB), noJJ: ToproBoii MapKoii «HOflTPEKC™», Pa1pa60T11HKH: O6mecTBo c 
orpaHH'leHHOH oTBeTcTBefllt0cTLIO «HAYl-lHhlH QEHTP «EMO<l>OPM», 142784, r. MocKBa, 
l<HJioMe-rp KHeBcKoro rnocce 22-ii (n. MocKoBcKHii), JJ:OMOBJia,z:i;. 4, c-rp. 2, :naiK 5, 6110K r; TTpo­
H3B0JJ:ffTe111,: O6mecTBo c orpaHH11eHHOH oTBeTCTBeHH0CTLIO «HA Yl-lHhIH QEHTP 
«EMO<l>OPM», 142784, r. MocKBa, l<HJioMe-rp KHeBcKoro rnocce 22-ii (n. MocKoBcKHii), JJ:0MO­
BJia,z:J;. 4, C'I'p, 2, :naiK 5, 6JIOK r; AJJ:peca MeCT npoH3B0,!l;CTBa Me,!l;HUHHCKOro H3JJ:eJIH.H: O6mecTBO 
c orpaHH'leHHoii OTBeTCTBeHH0CTLIO «HAYl-lHhIH QEHTP «EMO<l>OPM», 142784, r. MocKBa, 
KH110Me-rp KHeBcKoro rnocce 22-ii (n. MocKoBCKHH), JJ:0M0BJia,z:i;. 4, CTP· 2, :naiK 5, 6110K r, Poc­
CH.H Ha COOTBeTCTBHe MeJJ:HIUiHCKHX H3JJ:eJIHit -rpe60BaHH.HM rOCT 31214- 2003 «M3JJ:eJIH.H Me­
JJ:HUHHCKHe. Tpe6oBaHH.H K o6pa3UaM H JJ:0KYMeHTauHH, npeJJ:CTaBJI.HeMLIM Ha TOKCHKOJIOrH'lle­
CKHe, CaHHTapHO-XHMH'leCKHe HCilbITaHH.H, HCilLITaHH.H Ha CTepHJILH0CTh H IlHporeHH0CTL» H 
rocT p 52770-2007 «M3JJ:eJIH.H MeMUHHCKHe. Tpe6oBaHH.H 6e1onacHOCTH. MeTO.l(l,I CaHHTap­
H0-XHMH'leCKHX H TOKCHKOJIOrH11eCKHX HCilLITaHHH». 
,lvIJI npoBeJJ:eHH.H TOKCHKOJIOrH11eCKHX HCilI,ITaHHH 61,mo OT06paHO 15 IIIT. HoMep naPTHH 1698 
)];aTa np0H3B0JJ:CTBa (cTepHJIH3a.IOIH) 02.07.2015r. roJJ:eH JJ:O 02.07.2017 r. 

CoJJ:epiKaHHe HOHOB cepe6pa B HMilJiaHTaTe C0CTaBHJI0 2, 78MKrlr 

TTpoBepKa Ha HaJIH'llHe H0HOB cepe6pa npoB0JJ:HTC.H CJieJJ:yromHM o6pa30M: 



IlpHrOTOBJieHHe pacTBopa aMMOHH.sI po)J;aHHCTOro (0,001 M): PacTBop aMMOHH.sl po,naHHCTOf(J 

fOTOBHTC.sI H3 CTaH,napT-THTJ)a (0,1 Mom.In). B KOJI6y MepHyro eMKOCTbIO 1000 MJI nepeHOC.sIT 

KOJIHtieCTBeHHO co,nep)KHMOe O,n:HOH aMnym.1 CTaH,napT-THTJ)a pacTBopa aMMOHH.sl po,naHHCTOfO 

KOHUeHTJ)aIJ;HH 0, 1 M, .D:OBO,n.sIT 061,eM .no MeTIGI ,nHCTHJIJIHpOBaHHOH BO,noii H nepeMelllHBaIOT 

.no IlOJIHOfO pacTBopeHH.sI. B KOJI6y MepHyro eMKOCTbIO 250 MJI BHOC.sIT 2,5 MJI 0, 1 M pacTBopa 

aMMOHH.sI po,naHHCTOfO, ,nOBO,n.sIT 061,eM ,no MeTKH .D:HCTHJIJIHpOBaHHOH BO.D:OH H nepeMellIHBaIOT. 

IlpHrOTOBJieHHe pacTBopa )KeJie30aMMOHHHHblX KBacuoB: HaBeCKY )KeJie30aMMOHHHHbIX KBaC-· 

UOB 9,06 r, B3jflj'IO Ha Becax 3JieKTJ)OHHblX C HaH60JibllIHM npe,neJIOM B3BellIHBaHH.sI 200r C 

TO1IHOCTbIO .no 0,0001 r, KOJIHtieCTBeHHO nepeHocn B KOJI6y MepHyro eMKOCTbIO 100 MJI, CMbl·· 

BaIOT ,nHCTHJIJIHpOBaHHOH BO.D:OH, C IlOMOIUbIO rpa,nyHpOB01IHOH IlHileTKH 061,eMOM 5 MJI .no6aB­

llillOT 2 MJI KOHUeHTJ)HpOBaHHOH cepHOH KHCJIOTbI, ,nOBO,n.sIT o61>eM .no MeTKH ,nHCTHJIJIHpOBaH·· 

HOH BO.D:OH H nepeMellIHBaIOT. . 

IlpoBe,neHHe aHaJIH3a: B KOHHtiecKyro KOJI6y eMKOCTbIO 100 MJI IlOMeIUaIOT 2,5 MJI HMilJiaHTaTa, 

.no6aBIDIIOT OTMepeHHbie c IlOMOIUbIO UHJIHH,npa MepHoro CTeKJI.sIHHOro eMKOCTbIO 25 MJI 10 MJl 

a30THOH KHCJIOTbl, nepeMellIHBaIOT H HarpeBaIOT B TetieHHe 25 MHH, coe,nHHHB KOJI6y C o6paT­

HbIM XOJIO,nHJibHHKOM. ,D;o6aBIDIIOT eIUe 30 MJI BO.D:bl, OTMepeHHOH c IlOMOIUbIO UHJIHH,npa Mep-­

HOro CTeKJI.sIHHOfO eMKOCTbIO 50 MJI, 10 MJI a30THOH KHCJIOTbl, OTMepeHHOH C IlOMOIUbIO UHJIHH­

.npa MepHoro CTeKJI.sIHHOro eMKOCTbIO 25 MJI, C IlOMOIUbIO IlHileTKH rpa,zzyHp0B01IHOH eMKOCTblO 

5 MJI ,no6aBIDIIOT 2,5 MJI iKeJie30aMMOHHHHblX KBacuoa H THTp)'K)T 0,001 M paCTBOpOM po.nami:­

CToro aMMOHHj{ C IlOMOIUbIO MHKp06IOpeTirn: 0 61,eMOM 2 MIT. lhM eHeHHe OKpaCKH iKeJITOro uae-

Ta B p030BbIH CBHJJ;eTeJibCTBYeT O H 1IH HOHOB eepe6pa B HMnrraHTaTe . 

Hay1!Hb1H COTJ)Y.D:HHK H.B. ApTeMKHHa 
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