AEKNAPALIUA O COOTBETCTBUU

AEKNAPAHT, MPUHUMAIOLLMI OEKNAPALIMIO O COOTBETCTBUMU:

00O "®peaenunyc Kabun", MexpaioHHas nHcnekums PeaepansHoit Hanoroeoi cnyxBbl Ne 468 no r. Mockee, OIPH:
1087746630289 oT 25.12.2009, agpec: 125167, Poccus, r. Mockea, NeHuHrpaackuit np-kT, 4 37, Kopnyc 8 aT 3, nom.
XXIV, koM. 15, Ten: +7(495)988-4578

B nuue: NenepaneHoro aupektopa Marnosa Anekcaxaapa

[lloseperHoe nuyo: Ywakos A. B.

[osepexHocTs Ne L-18-142 ot 12.12.2018

3AABIAET, YTO IEKAPCTBEHHOE CPEACTBO:

PonusakauH Kabw, pacteop ans uxbsekumit 7,5 mr/mn 10 mn, amnynsi (5), naviku KapToHHble, per. y4. Ne JIM-002897 ot
04.03.2015 , BbinaHo @peserunyc Kabu [oitunang MbX, cepus 12MHB26, rogeH go: 01.08.2021, napTusa: 6912
ynakoBok. KoHTpakT N2e380083-12/2013 ot 23.12.2013 r., uxBoiic Ne 1510234539 ot 01.03.2019 r.

BbiNyCKaeMoe U3rotoBuTenem: Kog OKNAZ2:

®pesernyc Kabu Hopax AC/Fresenius Kabi Norge AS, Svinesundsveien 80, NO-1789 Berg | 21.20.10.231
Ostfold, Norway, cTpana: Hopeerua

Kog THBOA:
COOTBETCTBYET TPEBOBAHWAM: 3004900002
NN 002897-040315, nam. Ne1

AEKINAPAUUA NPUHATA HA OCHOBAHUHA

MpoTtokon ucnelTanumia Ne 2030/ ot 12.03.2019, OO0 "LieHTp koHTpons ka4ecTsa Buonaiid", atrecTar akkpeautaumm:
RA.RU.21LUK01 ot 22.07.2015, CepTuchukar cooteeTcTBuA Ne POCC NO.©®B14.C77378 oT 12.03.2019

OATA NMPUHATUA AEKNAPALWMWN: 12.03.2019
AEKINAPALIMA O COOTBETCTBUN OEUCTBUTEINBHA [0: 01.08.2021
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3A0 "Texkauectso", 108044, r.Mockea, yn. [iuHamorckas, 4. 1A, ogh. 400, Ten.: +7 (495) 676-5417, chakc: +7 (495)
676-2941, www.tehkachestvo.ru, tehkachestvo@gmail.com, OF'PH: 1057746285189, Attectar per. Ne POCC
RU.0001.11®B14 seigan PegepansHoit cnyxboi no akkpeautaymu

[aTta perucrpaLum: 12.03.2019

( - '%fl DoBpoTux A.B.

(noanwck) {PamMunua, nHMUKAnDbI)




FRESENIUS KABI
Fresenius Kabi Norge AS
Svinesundsveien 80
NO-1788 Halden, Norway
Ceprudukar ananmza

Howmep cepun:  [2MHB26

Hata npoussoacrea: 08-2018

["onmen no: 08-2021

RUA 1821 Ponusakaun Kadu 7.5 ME/MIL, HEBEKIMK 10 M

Tecr Eannuup Creunduxatms Peaynurar
M3IMEpeHUs
Onucanue [1pospaunsiii, GecuseTHbI Cootserctayer
pacTBop
[ToaaunHoCTh Cootsercrayer Cootsercrayer
PonuBakauHa ruapoxsiopua
KosnuuectsenHoe oripesenienne | mMr/mi 7,13 - 7,65 dad 3
ponuBakauHa E
bynusakaun (npumecs A) % <0.2 < (,05
Jliobas nenaentuduumnposannas | % <0.10 <0,05
npuMech
[Tpumecn % <0,5 <(),05
Obume npumecy
(kpome npumecu G)
2,6-aMMeTHAAHUAKH % <0,01 0.005%
npumecs H)
DHaHTHOMeTpHYecKas uuctota | % <10 <4
npumecs G)
H 4.0-6,0 4.4
Onruyeckas njIoOTHOCTS AU <0.030 0.004
5 cM/405 um
Onituyeckas nNa0THOCTS AU <0,025 0.002
5 cm/436 Hum
OcmosnsnsHOCTB mMOcmou/Kr 255 - 305 281
M3saexaemblit 06bem Mn = 10,7 CooTtsercTByeT
HeBuammele yacTuiib
qacTuie! 2> 10 pm Coaepsxanne | <6000 25
yacTuusl > 25 um Copueprkanue < 600 2
Buaumele yactuibl Buaumsle yacTuusl 10mKHb CooTBercTByYCT
OTCYTCTBORATH
bakTep1asbHblE SHAOTOKCHHDI E3/mn < (.35 <0.35
CrepuabHOCTB CrepunbHblii Crepunbhpiii
BHeuiHsAs cTepuiIbHOCTD Crepunbhblii CrepuiibHblii

Bee pesyasTathl cootsercTBYIOT CrieLmpHKALMAM. AKTHBHAS CyGCTaHLIMSA MPOH3BOJMTCA B

COOTBETCTBHH ¢ npaBuiamu GMP.
Cocraun Onobdpun

Jeanette Braun 26.09.2018 Mette Grinnbo 26.09.2018




AEKJTIAPALIMA O COOTBETCTBUU

AEKNAPAHT, MPUHUMAIOLLMIA EKNAPALMIO O COOTBETCTBUM:

000 "®peaerunyc Kabu", MexpaitoHHas MHCNeKyns defepansHoil Hanorosoil cnyxGsi Ne 46 no . Mockee, OIPH;
1087746630289 oT 25.12.2009, aapec: 125167, Poccus, r. Mockea, NeHuHrpapckuit np-kt, g 37, kopnyc 9 a1 3, nom.
XXIV, kom. 15, Ten: +7(495)988-4578

B nuue: MenepansHoro Anpekropa Marnosa Anekcangapa

Hosepenroe nuuo: WatuH A. M.

HosepeHHocTb Ne L-18-122 oT 12.12.2018

3AABNAET, YTO NEKAPCTBEHHOE CPEOCTBO:

Ponveakaun Kabu, pacteop gns MHbEKUMA 7,5 Mr/Mn 10 mn, amnynel (5), nayku KapToHHble, per. ya. Ne 1M-002897 ot
04.03.2015 , BbinaHo ®peseHuyc Kabu Hoitunanpg MvBX., Mepmanus, cepus 12MHB26, roget po: 01.08.2021, naprus:
3456 ynakoBok. KoHTpakT Ne390083-12/2013 ot 23.12.2013 r., uxBoiic Ne 1510240927 ot 21.06.2019 r.

BbilyCKaemoe U3rotoButenem: Kog OKNA2:

®peseHuyc Kabu Hopax AC/Fresenius Kabi Norge AS, Svinesundsveien 80, NO-1789 Berg i 21.20.10.231
Ostfold, Norway, ctpana: Hopeerus

Koo THB3A:
COOTBETCTBYET TPEBOBAHUAM: 3004900002
1IN 002897-040315, uam. Net

AEKNAPALIUA NPUHATA HA OCHOBAHUU

MpoTokon ucneitaHuit Ne 61111 ot 02.07.2019, OO0 "LIeHTp KOHTPONA kKa4yecTea buonaid", atrectat akkpeauTauuu:
RA.RU.21LK01 ot 22.07.2015. CepTudukar cootsetctans Ne POCC NO.©B14.C85081 o7 02.07.2019

OATA I'lP_MHFITMH AEKINAPALWMW: 02.07.2019
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CBefeHuns o0 perucTpaumu geknapaumm o coome]zcmuu

¢

3A0 "TexkauecTso", 109044, r.Mockea, yn. AuHamosckasn, 4. 1A, och. 400, Ten.: +7 (495) 676-5417, thakc: +7 (495)
676-2941, www.tehkachestvo.ru, tehkachestvo@gmail.com, OFPH: 1057746285189, ATrectaTt per. Ne POCC
RU.0001.11®B14 BbiaaH denepansHoii cnyxboi no akkpeauTaLuu

Aata peructpauuu: 02.07.2019

Permgtpfauuormg:ltﬁ HOMep geknapauuu: POCC RU O-NO.®B14.A.33165/19
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Fresenius Kabi Norge AS
Svinesundsveien 80
NO-1788 Halden, Norway

Ceprudurar ananusa

Homep cepuu:  12MHB26

Hata npoussoactea: 08-2018

[Nomen no: 08-2021

RUA 1821 Ponusakaun Kadu 7.5 s/, uasexunu 10 i

Teer Eanuunus Cneunduxanus Pesyaprar
H3MepeHHs
Onucanne IIpo3paunslit. HectBeTHbII CootBeTcTRYET
pacTBop

o/ IMHHOCTD CoorseTcTBYET CooTBeTCTBYET
PonuBakanHa rHapoXI0puL
KonnvectBennoe onpejelienue MI/MI 7,13 -17,65 Tod
ponHUBaKauHa
bynupakauH (nmpumecs A) % <0,2 < (.05
JIrobas Henaentuduuuposantas | % <0,10 <0.05
IPHMECE
[Ipumecu % <0.5 < 0,05
O6uue npumecH
(kpome npumecH G)
2.6-AMMeTHIIaHUITHH % <0,01 0.005%
(nmpumeckh H)
DHaHTHOMeTpHuecKas uucrtora | % <10 <0,1

(upumecs G)

' pH 4,0-6,0 4.4
OnTuyeckas II0THOCTD AU <0,030 0,004
S em/405 uMm
Ontuueckas II0THOCTh AU <0,025 0,002
5 ¢cM/436 HM
OcMOIAIBHOCTD MOCMOJI/Kr 255 - 305 281
V3pnexaemsiit 06bem Mn > 10,7 CooTBetcTBYET
HeBuanuMble YacTHIIBI
yacTHibi 2 10 um Conepxanue | <6000 23
YacTHUb! 2 25 um Coaepxanne | <600 {2
BMJ’II!MBIC YACTHIIBI BH;IHM bI€ HaCTHILbI JJOIKHbBI | COOTBETCTB_\"L’T

OTCYTCTBOBATD

bakrepuaibHble HI0TOKCHHbI ED/ma a5 <0,35
CTepHabHOCTD CrepHabHbIi CrepunbHbli
BueluHsst CTepHIbHOCTh CrepuabHbIH CrepuibHbli

Bee pe3ynbraThl COOTBETCTBYIOT ClielH(PHKALMAM. AKTHBHASA CyOCTaHIIMA IPOU3BOLUTCS B
cooTBeTcTBUHM ¢ npaBuiiamkd GMP.

CocraBun

Jeanette Braun 26.09.2018

Onobpun

Mette Grinnbo 26.09.2018




AEKJTIAPALIUA O COOTBETCTBUU

AEKNAPAHT, NPUHUMAIOLLMI OEKNAPALIUIO O COOTBETCTBUMU:

OO0 "dpeseHnyc Kabu", MexpaiioHHas MHCNeKuyna ®epepancHoi Hanorosol cnyxGbl Ne 46 no r. Mockee, OIPH:
1087746630289 o1 25.12.2009, agpec: 125167, Poccua, r. Mocksa, JIeHWHrpagckuii np-kT, A 37, kopnyc 9 at 3, nom.
XXIV, kom. 15, Ten: +7(495)088-4578

B nuue: M'eHepanbHoro gupektopa Marnosa Anekcaspapa

[oeepenHoe nuuyo: Ywakos A. B.

HAosepeHHocTb Ne L-18-142 oT 12.12.2018

3AABNAET, YTO NEKAPCTBEHHOE CPEACTBO:

Ponuesakaux Kabu, pactsop ans wHbekumi 7,5 mr/mn 10 MI1, aMnynbl (5), Nadvkn kapToKHble, per. ya. Ne JM-002897 ot
04.03.2015 , BrigaHo PpeaeHnyc Kabn Jonynang MveX., l'epmanus, cepus 12MHB26, rogex ao: 01.08.2021, napTus:
3456 ynaxosok. KoHtpakT Ne 390083-12/2013 ot 23.12.2013, unHBoiic Ne 1510239430 oT 24.05.2019 r.

BbilyCKaemMoe U3roToBuTenem: Kog OKNA2:

®pesernyc Kabn Hopax AC/Fresenius Kabi Norge AS, Svinesundsveien 80, NO-1789 Berg i 21.20.10.231
Ostfold, Norway, ctpana: Hopeervs

Kop THB3A:
COOTBETCTBYET TPEBOBAHUAM: 3004900002
1M 002897-040315, nam. Ne1

AEKINAPALIUA NMPUHATA HA OCHOBAHUU

MpoTokon ucnbitanuit Ne 50270 ot 04.06.2019, 000 "LieHTp KOHTPONS KayecTea Buonaid", atTecTar akkpeauTaLuu:
RA.RU.21LIK01 or 22.07.2015, Ceptuchukat cootsetctens Ne POCC NO.©B14.C83173 ot 04.06.2019

OATA NMPUHATUA OEKNAPALMMWN: 04.06.2019

NEKNAPALIMA © COOTBETCTBIMN ENCTBUTENBHA [0: 01082021
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CBeneHus o perucrpaunm geKknapauvym o COOTBeTCTBUM

3A0 "Texkauectso", 109044, r.Mockea, yn. luHamoBckas, 4. 1A, og. 400, Ten.: +7 (495) 676-5417, thakc: +7 (495)
676-2941, www.tehkachestvo.ru, tehkachestvo@gmail.com, OI'PH: 1057746285189, Attectar per. Ne POCC
RU.0001.11®B14 sbigan PegepanbHoit cnyxBoi no akkpeguraumm

fata perncrpauunm: 04.06.2019

PerucrpauunoHHsI# HOMep AeKknapauum: POCC RU A-NO.®OB14.A.30120/19
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FRESENIUS KABI
Fresenius Kabi Norge AS
Svinesundsveien 80
NO-1788 Halden, Norway

Ceprudukar ananusa

Howmep cepun:  12MHB26

Hara npoussoscrsea: 08-2018

lonen 10; 08-2021

RUA 1821 Ponusakann Ka6u 7.5 MI/MA, HHBEKUMK 10 mn

Tecr

Eavnuies

| H3Mepenus

Crneundukanms

Pesyanrar

Ornucanue

[po3paunblii, GecuseTHbI
pacTsop

Coorsercrayer

[ToaanHHoCTL
PonusakanHa ruapoxsiopu

CootBeTcTBYET

Coorsercrsyer

Kosmuuecrsennoe onpeaeneune | mr/mn 7,13 -7,65 7335

DOIUBAKAHHA

bynusakanH (npumecs A) % <0.2 <(),05

Jliodas nenpentuduumposatnas | % <0.10 < 0.05

[IPHMECH |
| [pumecu % <0.5 L <0.05 1'

O6uine npumecu : ;

(kpome npumeci G)

2,6-1uMEeTHIIAHUTM H % <0,01 0,005% E

(npumecs H) ‘

JHaHTHOMETpHYecKas uncTota | % =14 <0,1 |

(npumecs G)

pH 4,0-6,0 4.4

OnTuyeckas naoTHOCTS AU <0.030 0.004

S em/405 um

Ormrruueckas nioTHOCTS AU <0,025 0.002

S cM/436 Hm {

OcMORIBHOCTS MOcemosn/kr 255 - 305 281 |

H3Baekaemblii 00bem M1 > 10.7 Coorserctayer |

HeBuaumbie yacTuis

yacTHub! > 10 um Conepxanne | <6000 25

uacTubl > 25 um Coaepxkanue | <600 2

Buaumbie yacTuib Buanmble yacTuLL! 0MKHBI Coorsercrayer |

OTCYTCTBOBATL }
bakrepuansubie 3HA0TOKCHUHBI ED/mn <0,35 < (.35 |

CrepunbHOCTS

CrepuibHbifi

Crepuasnblii

BueuiHsis crepunbHocTh

CrepuibHnlit

CrepunsHbiii

Bee pesysibrarhl coorBeTeTBYIOT Crie M uKaLMIM. AKTHBHAS cydCTaHUMS POU3BOAMTCS B
COOTBETCTBHM ¢ npasunamu GMP,

Cocrasun
Jeanette Braun 26.09.2018

Opnobpun
Mette Grinnbo 26.09.2018



AOEKJIAPALINA O COOTBETCTBUA

NEKNAPAHT, MPUHUMAIOLLMIA OEKINAPALIMIO O COOTBETCTBUM:

000 "dpesennyc Kabu'", MexpaitonHas uHcnekUus deaepansHoit Hanorosoi cnyGbi Ne 46 no r. Mockse, OFPH:
1087746630289 ot 25.12.2009, agpec: 125167, Poccus, r. Mockea, NleHuHrpapckuii np-kT, 4 37, Kopnyc 9 aT 3, nom.
XXIV, kom. 15, Ten: +7(495)988-4578

B nuue: MeHepanbHoro gupekTopa Marnosa Anekcanaapa

[oBepeHHoe nuyo: Ywakos A. B.

HosepeHHocTs Ne L-18-142 ot 12.12.2018

3AABIIAET, YTO NEKAPCTBEHHOE CPEACTBO:

PonvisakavK Kabu, pacTBop 4ns uibekuuit 7,5 mr/mn 10 Mn, amnynsl (5), nadku KapToHHbIe, per. ya. Ne N1M-002897 o1
04.03.2015 , BoigaHo Ppesenunyc Kabv Joirunang Mm6X, MepmaHus, cepus 12MHB26, rogex go: 01.08.2021, naptus:
3456 ynakosok. Kontpakt Ne390083-12/2013 ot 23.12.2013 r., uxsoiic Ne 1510233391 ot 13.02.2019 1.

BblNyCKaemMoe U3rotosutenem: Kon OKMNAz2:
®peseHuyc Kabn Hopax AC, Svinesundsveien 80, NO-1789 Berg i Ostfold Norway, cTpaHa: 21.20.10.231
Hopeerus

Koo THB3[M:
COOTBETCTBYET TPEEOBAHUAM: 3004900002
nn-002897-040315, nam. Net

AEKNAPALIUA MPUHATA HA OCHOBAHUU

MpoTokon ucneitanuii Ne 1374/ ot 21.02.2019, OO0 "LieHTp KoHTpons kavecTea Buonaid", aTTectar akkpeauTauum:
RA.RU.21LIKO1 ot 22.07.2015, CepTudcukat cootseTcteus Ne POCC NO.®B14.C76303 or 22.02.2019

[ATA NMPUHATUA OEKNAPALIMK: 22.02.201
NEKAAPALIAS.O COOTBETCTBUM JEUCTBUTENBHA [0: 01.08.2021
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CBedeHus 0 perucTpaunm Aeknapaumm o COOTBETCTBUU

3AQ "TexkauecTso", 109044, r.Mocksa, yn. AuHamosckas, 4. 1A, od. 400, Ten.: +7 (495) 676-5417, daxc: +7 (495)
676-2941, www.tehkachestvo.ru, tehkachestvo@gmail.com, OFPH: 1057746285189, Attecrar per. Ne POCC
RU.0001.119B14 suiaan eaepansHoi cnyxGoi no akkpeauTaLuu

Aarta perucrpauymu: 22.02.2019
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FRESENIUS KABI
Fresenius Kabi Norge AS
Svinesundsveien 80
NO-1788 Halden, Norway

CBP'I‘H{]U MKAT anasmnsza

Homep cepun:  12MHB26

Hara npouseoscrea: 08-2018

[ojien j10: 08-2021

RUA 1821 Ponupakauu Kadu 7.5 ME/MIA, MHBEKUMH 10 Mo

Tect Eannuus Crneunduxaums Peaynwrat
U3MepeHHs

Onucanue [po3paynblii, GecupeTHbI Coorsercryer

pacTsop

[Toanuuuocts Coorsercrayer Coorserctayer

PonnBakaMHa ru1pox10pm

Kosmuecrsetinoe onpenenenue | Mr/wi 7,13 -7.65 7,35

porMBaKauHa

bynusakaun (npumecs A) % <02 < 0,05

Jliobas Henaentuduunposantas | % <0.10 < 0,05

npumech

[Tpumecu % <0.5 <0.05

Obwme npumecn

(kpome npumecu G) -

2,6-1UMETHIAHHIUH % <0,01 - 0.005%

(npumeck H) '

DHAHTHOMETPHYECKAs YUCTOTA % <1.0 | < 01

(npumecs G) |

pH 4,0-6.0 4.4

OnTHyeckas nI0THOCTS AU <0.030 0,004

5 em/405 Hm

Onrryeckas 10THOCTh AU <0,025 0,002

5 cM/436 Hm

OcMOAAIBHOCTD MOcmou/Kr 255 - 305 281

MaBnekaemblit 00bem M > 10,7 CooreercTByeT

Hepuaumblie yacTubl

vacTiubs > 10 um Conepxanue | <6000 25

qyacTHlbl 2 25 um Conepwanue | <600 2

BuanMble 4acTHLbI!

Buaumeie HacCTHI1Lbl J0JTAHD]
OTCVTCTBOBATHL

CootBercTByeT

Bax'repuan bHbBIE JHAOTOKCHHbI

ED/mn

£0,35

<0,35

CrepuabHocTs

CrepuibHblii

CrepuiibHbiii

BHeLHss CTepUIBHOCTD

CrepuiibHblii

CrepuabHniii

Bce pesysibTaThl cOOTBETCTBYIOT crieMbHKaLMsIM. AKTHBHAS CyOCTaHUMA MPOUIBOANTCS B
COOTBETCTBUHM ¢ npasuiamu GMP.,

CocTaBuin

Jeanette Braun 26.09.2018

Onobpun

Mette Grinnbo 26.09.2018




