«YTBEPXOAH»
reHepasibHbIl gune AO «39PBA PYC»
M. B. VIKOHHWKOB

207T.

POTOITPADPNYECKUWNE N3OBPAXEHNHA
MEOANUWNHCKOIO U3AENNA

PeareHTbl B KapTpuake Ana aHanusaropa anektponmtos EC 90 gns
NabopaTopHOI AMarHOCTMKM in Vvitro B BapuaHTaxX UCMOMTHEHWS

MpounssoauTens: «3dpba Slaxema c.p.0.», 62100, Yewuckad Pecnybnvka, bpHo, Kapacek,
2219/1p / Erba Lachema s.r.0. Karasek 2219/1d, 62100 Bmo, Czech Republic
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KapTtpupgx EC S
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Kaptpugx EC M
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Kaptpugx EC nnoc iCa S

1
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KapTpugx EC nntoc iCa M
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KapTpumx EC nntoc iCa L
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Martepuasibl pacxofHble K aHanm3aTopy anekTponmtos EC 90 Ana nabopaTopHOW AMarHOCTUMKM in
Vitro B UHAMBUAYa/IbHOM YNaKOBKe
KapTpumxk EC S B nHAMBUAYa/IbHON YNaKoBKe
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Kaptpugx EC M B nHaMBMUAYyanbHON ynakoBKe
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KapTpugx EC L B UHAMBMAYa/IbHOWM YyNnaKoBKe
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KapTpugx EC nntoc iCa S B uHANBMAYyanbHOW yNaKoBKe
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Kaptpugx EC nntoc iCa M B MHANBUAYa/IbHOM yNaKoBKe
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KapTpugx EC nntoc iCa L B UHANBMAYa/IbHOW ynaKoBKe
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WeHThI B KapTpumke Ans aHanusatopa anekTponntos EC 90 gnsa nabopaTopHOM AnarHOCTUKN
in vitro B BapmvaHTax UCMOSIHEHUSA B TPAHCMOPTHOM yNakoBKe

KapTpumk EC S B TpaHCMNOPTHON ynakoBKe
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20



KapTpumpxk EC M B TpaHCMOPTHOM yrnaKoBKe

21
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KapTpugx EC L B TpaHCNOPTHOM yNnakKoBKe
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KapTpumk EC nntoc iCa S B TpaHCNOPTHOM YNaKoBKe
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KapTpugx EC nntoc iCa MB TpaHCNOPTHOW yrakoBKe
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KapTpumxk EC nntoc iCa L B TpaHCNOPTHON yraKoBKe
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TBEPXXOAHK»

I eHepasib AO «3PBAPYC»»
M. B. V/IkoHHMKOB

20"r.

MAPKNPOBKA MEONUVNHCKOI O N3OEJTNA

PeareHTbl B KapTpUmKe ANs aHanmsaTopa anekTponmtos EC 90
AN151 NabopaTOPHOW AMArHOCTMKM in Vitro B BapraHTax UCMOSIHEHWS]

MNpounsBoguTens: Erba Lachema s.r.o., Karasek 2219/1d, 62100 Bmo, Czech
Republic (9pba Jlaxema c.p.o., 62100, Yeluckas Pecny6nunka, bpHo, yn. Kapacek,

2219/10)
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EC cartridge S
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PeareHTbl B KapTpuaxe A5l aHanmsaTopa
anekTponutos EC90 ana nabopaTtopHO AUarHOCTUKN
in vitro B BapnaHTax UCNoOSIHEHNSA

KapTpnmpk EC S

REF REGO00058 ~ 500

W r| XXXXXXX 2 XXIXXXX

CeEmm (1§ X
& J“A 607099 091375

COCTAB: Kann6poBouHblii pacteop 1: Na+ 150 muonw/n, Kt- 5 umons/n, O-
102 mmonb/n, 6ydep, KOHCepBaHT, CMayuBal WUl areHT; Kanmb6poBOYHbI
pacTtBop 2:Na+ 105 mmons/n, K 2 mpnonse/n, C1- 71,1 mmons/n, 6ydep,
KOHCEepBaHT, CMauyuBal Wil areHT; cTaHAapTHbI pactBop: K+ 1,2 monb/n,
6ydep, KOHCEpPBAHT, cMauyuBatw W nii areHT; ISEceHcop. EUH 208

CopepXnWT peakuMOHHYK Maccy: 5-xnop-2-meTun-4-naotTnasonuuH-3-one u
2-meTun-2H-naotuaaon-3-one. MoxeT Bbi3biBaTb a/lIepruyeckyio peakyuto.

Lna npodeccroHaibHOTO NPUMEHEeHUs

YNONHOMOUYEHHbI npeacTaBuTeNb
npoussoanTens s Poccum:

AO «3PBA PYC»

Appec: Poccusa, 109029, r. Mocksa,

Opb6a /laxema c.p.o. yn. Huxeropcujckas, gom 32,
Appec: Yewckan Pecny6nuka, cTpoeHue 15,31.5 nom. lkom. 3SA, 37,
62100 BpHo,yn. Kapacek 2219/1d 38, 39

P3H XXXX/XXXXX 0T XX XX XXX T.
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PeareHTbl B KapTpuaxe ansa aHanusaropa
anekTponimtoB EC90 aona nabopaToOpHON AMAarHOCTUKMN
in vitro B BapnaHTax UCNONHEHUSA

KapTpungx ECM

REF REG00056 1000

2 XXHOXX

LLIT] XXXXXXX

CE®

n L, XK

6C 7099 091375

COCTAB: Kannb6poBoU4HbIii pacTtBop 1: May- 150 mmone/n, K+ 5 mmonb/n, Cl1*
103 mmonb/n, 6ydep, KOHCepBaHT, CMauynBawWUA areHT; KanuGpPOBOYHbI
pactBop 2:Na-f 105 mmons/n, K+ 2 mmonb/n, Ck 71,1 mmonb/n, 6ydep,
KOHCEepBaHT, CMauynBalo Wi areHT; cTaHaapTHbli pacTsop: K+ 1,2 mons/n,
6yt ep, kKOHCepBaHT, cMayuBal Wit areHT; ISE ceHcop. EUH 206

CoAepXuT peakfUOHHYI MaccCy: 5-xn0p-2-MeTuUN-4-n30Tuasonnu-3-one u

2-meTnn-2H-naoTnason-3-one. MoXxeT BbI3bIBATh a/INEPTNYECKYI0 peakynio.

Ona npod)eccUoHaNnbHOro NPpUMeEHeHUs

YNONHOMOYEHHI i npeacTaBuTens
npounssoantens B Poccuu:
y N AO «3PEA PYC»
Appec: Poccusa, 109029, r. MockBa,
3pbalaxema c.p.o. yn.Huxeropoackas,gom 32,

Appec: Yewckas Pecny6nuka, cTpoeHue 15,371.5 nom. | kom. 35A, 37,

62100 BpHo,yn. Kapacek 2219/1d 38,39

P3H XXXX/XXXXX oT XX.XX. XXX T.



EC cartridge L
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PeareHTbl B KapTpuaxe ans aHanusartopa
anekTponutoB EC90 aona nabopaTOpPHOW AMArHOCTUKM
in vitro B BapmaHTax NCNONTHEHNSA

KapTpugx ECL

REF REG00057 3000

[fot] XXXXXXX 2 XX/IXXXX

CEnm CH

7099 91375

COCTAB: Kanu6poBou4Hblit pactBop 1: Na-f 150 mmonb/n, K+ 5 mmons/n, Cl-
103 mmonb/n, Gydep, KOHCEpPBAHT, cCMaynBal WUl areHT; KaAMGPOBOUHbLIA
pactBop 2:Na+ 105 mmonb/n, K+ 2 mmonb/n, Cl- 71,1 mmonb/n, 6ydep,
KOHCepBaHT, CMauyuBal Uil areHT; cTaHaapTHbIi pacTBop: Ku- 1,2 mons/n,
6yt ep, kKoHCepBaHT, cMaynBatowmnii areHT; ISEceHcop. EUH 208

CopaepxuUT peakUuMOHHYKW Maccy: 5-xnop-2-meTun-4-us3otumasonuH-3-one un
2-meTnn-2H*n30TMason-3*one. MoxeT Bbi3biBaTb aNflepruyeckyio peakunio.

[nsi npogeccnoHanbHOro NPYMEHeHNSs

YNONHOMOYEHHBbI i npejgcrtaBuTens

npounssoantens B Poccuu:
b AO «3PBA PYC»

Appec: Poccusa, 109029, r. MockBa,

Opb6a /laxema c.p.o. yn. Huxeropopackasa, gom 32,
Appec: Yewckana Pecny6nuka, cTpoeHue 15,3T1.5 nom. lkom. 35A, 37,
62100 BpHo, yn. Kapacek 2219/1d 38,39

P3H XXXX/XXXXX 0T XX.XX. XXX T.



EC cartridge S
plus ICa A

[bE~ REG00061 A 500
9999999 2 12/2022

30C
2C 162418
rba Lacncma s.r.e.
*ra»»k 22ie/1d. S21 00 Brno. CZ
Phom:E<20 517 077 111
EUH20t Contains raaelion mass ol:

ANoro-2-m MhyMisoE{h>a2a_an—S—ena and ZmothybTH”soOtmot-S-one.
May productan’atargk rtaction.
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PeareHTbl B KapTpuaxe gnsa aHanumsartopa
anekTponutoB EC90 ana nabopaTopHOW AMAarHOCTUKM
in vitro B BapmMaHTax McnosiHeHnsA

Kaptpugx EC nntoc iCa S

M E REG00061 500

XXXXXXX 2

CC om

r A 7099 C91375

XXIXXXX

COCTAB: Kann6poBou4Hblii pactBop 1: Na+ 150 mmonb/n, K» 5 mmons/n, Cl-
103 mmonb/n, 6ydep, KOHCepBaHT, CMaynBal WUl areHT; KanMGPOBOUHbLII
pactBop 2:Na+ 105 mmonb/n, K+ 2 mmonb/n, Cl- 71,1 mmonb/n, 6ydep,
KOHCepBaHT, cCMauyuBalolUW il areHT; cTaHgapTHblii pactBop: K+ 1,2 mons/n,
6yt ep, kKoHCepBaHT, cMaynBato Wmnili areHT; ISEcencop. EUH 208

CoAepXuT peakuWOoHHyK Maccy: 5-xn0p-2-MeTun-4-u30TnasonuH-3-one un
2-metnn-2H'N3oTnason-3-one. MoxeT Bbl3blBaTb aN/iepruyeckyo peakymnio.

Ons npoeccMoHanbHOro NPUMeEHeHMs

YNONHOMOYEHHI i npeactaBuTens
npounssoanTens s Poccun:
y N AO «3PBA PYC»
Appec: Poccusa, 109029, r. Mocksa,
Opb6a laxema c.p.o. yn.Huxeropopackasa, gom 32,
Appec: Hewckan Pecny6nuka, cTpoeHune 1S,31.5nom. lkom. 35A,37,
62100 BpHo,yn. Kapacek 2219/1d 38,39

P3H XXXX/XXXXX 0T XX.XX. XXX T.



EC cartridge M
plus iCa

REG00062 ~ 1000
fiorl 9999999 S 12/2022

30 *c
4 592156 162401

rba L«ehemas.r.o.
armek 2319T1d, 621 00 Bmo. C2
Phor>«;™*420 SIT 077 111

EUH208 Containc reaction mass of:

S-ehk>ro-2-n>eihyl-4*iMiNa2okn-3-one end 2ineltiyl-2H4Solhiazol>3*one.

May produce an aHerptc reaction.
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PeareHTbl B KapTpuaxe N8 aHanusartopa
3nekTponnToB EC90 gna na6opaTOpPHOWN ANAarHOCTUKN
in vitro B BapnaHTax UCNO/IHEHNA

KapTpugx EC nmtoc iCa M

REF REG00063 1000

[ O0XX 2 XX/XXXX

CcC
30X

2X A 7099 91375

COCTAB: Kanu6poBo4Hblii pactBop 1: Na+ 150 mmonb/n, Ku- 5 mmonb/n, C1*
103 mmonb/n, 6ydep, KOHCEpBAHT, CMaynBalw WA areHT; KanUGPOBOYHbLINA
pactBop 2:Na+ 105 mmons/n, K+ 2 mmons/n, Cl- 71,1 mmons/n, 6Gydep,
KOHCepBaHT, cMauyuMBalWMUA areHT; cTaHgapTHbli pacTtBop: K-f 1,2 monb/n,
6yt ep, KoHCepBaHT, cMauyuBalo Wit areHT; ISE ceHcop. EUH 208

CopaepXuT peakuWOHHYK Maccy: 5-xnop-2-MeTWn-4-u3oTnasonuH-3-one #n
2-meTun-21-1-n30Tnason-3*one. MoxXeT BbI3bIBATL AJIIEPTNUYECKYI0 Peakynio.

Onsa npodeccuoHanbHOroO NPUMEeHeHUs

YNONHOMOYEHHbI npeactasuTens
nponssoanTens B Poccun:
B]_ AO cOPBA PYC»
Appec: Poccua, 109029, r. Mocksa,
3pb6a /laxema c.p.o. yn.Huxeropoackas, gom 32,
Appec: Yewckas Pecnybnuka, cTpoeHue 15,31.5 nom. | kom. 35A, 37,
62100 BpHo, yn. Kapacek 2219/1d 38,39

P3H XXXX/XXXXX oT XX.XX. XXX T.
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PeareHTbl B KapTpupaxe A1a aHanusartopa
anekTponntos EC90 gna nabopaTopHOW ANArHOCTUKN
in vitro B BapnaHTax UCMOJIHEHUA

KapTtpuax EC nntoc iCa L

REF REG00063 ~ 3000

[LL r| XXXXXXX 2 >XIXXXX

Ce Wl

® s " TA J'60709J091375

COCTAB: Kanu6poBouHblii pactBop 1. Na+ 1S0 mmonb/n, K+ 5 mmons/n, Cl-
103 mmonb/n, 6ydep, KOHCepBaHT, CMauyMBalOWMNA areHT; KannbGpPoOBOUHBI
pactBop 2:Na-f 105 mmonb/n. Ku- 2 mmonb/n, Cl- 71,1 mmonb/n, 6ydep,
KOHCEpPBAaHT, CMaunBaw Wil areHT; cTaHAapTHbI pacTBop: Ku- 1,2 monw/n,
6yep, KOHCepBaHT, cMaynBatw W mnii areHT; ISEceHcop. EUH 208

CoaepXnT peakuWoHHyl Maccy, 5-xn0p-2-ueTun-4-u3otnasonuu-3-one wn
2-meTun-2H-n3oTnason-3*one. MoxeT Bbl3blBaTb a/l/1IEPTUHECKYI0 peakunio.

Ons npod)eccuoHanbHOro NPpUMeEHeHunsn

YNONHOMOYEHHBI i npejcTasnTens
npoussoanTens B Poccuu:
M 1 AO «3PBA PYC>
Appec; Poccusa, 109029, r. MockBa,
yn. Huxeropoackasa, gom 32,

Appec; Yewckas Pecny6nunka, cTpoeHune 15,31.5 nom. | kom. 35A, 37,
62100 BpHo.yn. Kapacek 2219/1d 38,39

9pba/laxema c.p.o.

P3H XXXX/XXXXX 0T XX XX XXX T.



MapKupoBKa TPaHCNOPTHaA Ha PYCCKOM A3bIKe

PeareHThi B KapTpUAXKe ANA aHANN3ATOPA
anexTponntos EC 90 ans nabopaTopHON ANATHOCTIKN
in vitro 8 sBapnanTax ncnonHeHun

KapTpuax ECS

[REF] REG00058 (] XX/XXXX

[LOT] XXXXXXX 2 XX/XXXX

€ m 3
) e 1Y

|
|

Macca 6pyrro: XXX Kr Konuuecvao: XXX wry
Macca werro: XXX Kr Macca nerro

notpedurencron XXX Krr

ynaxosxm:

YnonHomoueHHbiR  npepcTaswTens

nponssoauTenn B Poccun:

AO «3PBA PYC»

Aapec: Poccun, 109029, r. Mockea,
3p6a Naxema c.p.o. yn. Huxeropogckan, aom 32,

Appec: Yewckan PecnySnuxa, cTpoenmne 15, 37. 5 nom. | xom. 35A, 37,
62100 6pHo, yn. Kapacex 2219/1d 38,39

P3H XXXX/XXXXX o1 XX.XXXXXX r.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 8



PeareHTbl B KapTpuaXe 418 aHaim3aTopa
anekTponutoB EC90 gnsi nabopaTopHO AMarHOCTUKN
in vitro B BapmaHTax NCNosIHeHNSA

KapTpnax ECM

REF REGO00056 XXIXXXX

[LLIT] XXXXXXX 2 XXIXXXX

CE® K

A J " »

Macca 6pyTTO: XXX KI' KonnyecTBo; XXX LUT

Macca HeTTo; XXX Kr Macca HeTTo Y
notpe6uTenbCcKoOi XnA Kr
ynakoBKuM:

YNONHOMOUYEHHbI npepcTaBuTens

npoussoguTens B Poccuu:
w N AO OPEBA PYC.
Appec: Poccusi, 109029.r. MockBa,

Opba Naxema c.p.o. yn. Huxeropopackas, gjom 32,
Appec: Yewckaa Pecny6nuka, cTpoeHune 15,31.5n0m. | kom. 35A, 37,
62100 BpHo,yn. Kapacek 2219/1d 38.39

P3H XXXX/XXXXX 0T XX. XX XXXX T.
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PeareHTbl B KapTpuaxe ana aHaimsatopa
anekTponmutoB EC90 ans nabopaToOpHOW ANarHOCTUKN
in vitro B BapuaHTax UCMOJIHEHUS

KapTpungx ECL

REF ReG00057 H1 XX/XXXX
ILOT XXXXXXX 2 XX/IXXXX

Ce
ot FE

Macca 6pyTTO: XXX Kr KonuvecTtso: XXX LLIT
Macca HeTTo: XXX KT Macca HeTTo
notpe6utensckoii ASTA K[
ynakoski;
YNONHOMOUYEHHbI i npepcTaBuTeNb

npoussopuTens B Poccuu:
td AO «3PBA PYC.
Appec; Poccusa, 109029, r. MockBa,

3dpba Naxema c.p.o. yn. Huxeropopckas,gom 32,
Appec: Yewckan Pecny6nuka, cTpoeHue 15,31.5 nom. [ kom. 35A, 37,
62100 BpHo,yn. Kapacek 2219/1d 38,39

P3H XXXX/XXXXX oT XX.XX.XXXX T.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 10



PeareHTbl B KapTpuaxe Ans aHanmsaropa
anekTponimToB EC 90 ana nabopaTopHOW ANarHoCTUKN
in vitro B BapnaHTax UCMoJIHeHUs

Kaptpugx EC ntoc iCa S

REF ReEcooos1  VTM XX/XXXX
ILOT XXXXXXX XXIXXXX

c¢C

A .r ftff

Macca 6pyTTo: )(XX KT KonuuecTso; XXX LUT
Macca HeTTO; XXX Kr Macca HeTTO
notpe6uTeNKKOIi nnn Kr
ynakoBKU:
YNONHOMOYEHHbI npepcrtrasuTenb

npoussoauTtens B Poccuu;
n N AO «3PBA PYC.
Appec: Poccus, 109029, r. MockBa,

3p6a Nlaxema c.p.o. yn.Huxeropoackas,aom 32,
Appec: Yewckas Pecny6nuka, cTpoeHne 15,3T.5 nom. | kom. 35A, 37,
62100 bpHo, yn. Kapacek 2219/1d 38,39

P3H XXXX/XXXXX 0T XX XX XXXX T.
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PeareHTbl B KapTpuaXxe Ansa aHainsatopa
anekTponnmtoB EC90 ana nabopaToOpHO AMarHOCTUKN
in vitro B BapnaHTax UCnosiHeHusi

Kaptpunox EC nntoc iCa M

REF REG00062

LOT XXXXXXX

ccC ®
A

Macca 6pytro: XXX Kr

Macca rerro: XXX KT

u Jl

Opba laxema c.p.o.
Agpec: Yewckas Pecnybnuka,
62 WO BpHo,yn. Kapacek 2219/1d

XXX

2 XXHOXX

Konuuectso: XXX LL'T

Macca HeTTo
notpe6utensckoii  J11J1 KI
ynakoBKW;

YNONHOMOYEHHBI npeacTaBuTensb
npoussoguTens B Poccuu;

AO «3PBA PYC.

Appec; Poccusa, 105029, r. Mocksa,
yn. Huxeropopgckasa, gom 32,
cTpoeHue 15,37.5nom. lkom. 35A, 37,
38, 39

P3H XXXX/XXXXX 0T XX XX XXXXT.
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PeareHTbl BKapTpuaxe Ans aHanmsaTopa
anekTponutoB EC90 gns nabopaTtopHO AMarHOCTUKN
in vitro B BapraHTax UCMNosIHeHnsI

KapTpugx EC nitoc iCa L

ref| REG00063

WT| xxxxXXXX

CE
A

Macca 6pyTTO: XXX Kr
Macca HeTTO: XXX Kr

aJ

Op6a laxema c.p.o.
Appec; Yewckas Pecny6nuka.
62100 BpHo,yn. Kapacek 2219/1d

@::£] XXIXXXX
2 XXIXXXX

ttff’

KonunuectBo: XXX LL'T

Macca HeTTO
notpe6utensckoin JS1 1 n KI
yNakoBKW;

YNONHOMOUEHHbI i npegcTaBuTenb
npoussBoguTens B Poccuu:

AO «3PBA PYC»

Appec; Poccusa, 109029, r. Mocksa,
yn. Hnxeropopackas, gom 32,
cTpoeHune 15,31.5 nom. 1kom. 35A, 37,
38, 39

P3H XXXXOAXXXX 0T XX. XX XXXXT.
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OnwucaHne CMMBO/IOB, HAHECEHHbIX HA MapKMPOBKY MeAMLIMHCKOIO U3aenms

Cvimson OnucaHve
- Ta V3rOTOB/IEHUS
wlj f
lcnonb30Bath [0
Iref] Homep no Katasnory
LOT Kopg naptun
R CofepKMOro AOCTaTOYHO [/19 NPOBEAEHMA N TECTOB
C€ [JaHHoe v3aene COOTBETCTBYET OCHOBHBLIM TPeOGOBaHMSAM COOTBETCTBYHOLLEHA
IvipekTunebl EC
OBpaTnTeCh K UHCTPYKLMM M0 MPYMEHEHWIO
C®
VisroToBuTesb
B TemnepaTypHbIiA AnanasoH
2x4
OcTopoxkHo! OBpaTUTeCh K MHCTPYKLWN M0 MPUMEHEHIIIO
A
livd| MeavLyHCKOoe 3aenmne 15 AYarHOCTUKY in Vitro
v
Xpynkoe, 06paLLaTLC OCTOPOXKHO
|
Bepeub OT Bnarun
T
Bepx

Brionornyeckuii puck

Mo OKOHYaHWM CPOKa CyXk6bI MPOAYKT 3aMpeLLEHO YTUIN3VPOBaTL BMECTE C
X 06bMHbIMM GbITOBBIMM OTXOAMU. YTWIM3aUMs U MepepaboTka OTXOA0B
[0MKHbI COOTBETCTBOBATL MECTHbIM W HALIIOHa/IbHbIM HOPMAM.
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)

Bcero npoLLmTo, NpoHymMepoBaHo
VICKPENJIEHO Mneyarsto

) nMcToB
KTop AO"3pba Pyc’

VIkoHHV1KOB MB.



