' AEKINAPALUMSA O COOTBETCTBUY

AEKNAPAHT, NMPUHUMAOLLMIA AEKNAPALMIO O COOTBETCTBUM:

000 "®peseHunyc Kabu", Mexpaiionnas MHCnekuus ®eaepansHoi Hanorosoi cnyxBei Ne 46 no r. Mockse, OFPH:
1087746630289 ot 25.12.2009, agpec: 125167, Poccus, r. Mockaa, Nenvnrpapckuit np-kT, 4 37, kopnyc 8 ar 3, nom. .
XXIV, kom. 15, Ten: +7(495)988-4578

B nuye: MenepansHoro AWpekTopa Marnosa Anekcaupapa

HoseperHoe nuyo: Warun A. M.

HosepenHocTs Ne L-18-122 0T 12.12.2018

3AABIAET, YTO NEKAPCTBEHHOE CPELACTBO:

Ponueakany Ka6u, PacTeop Ans uHbekumit 7,5 mr/mn 10 M7, amnynsi (5), naukn kapToHHbie, per. ya. Ne JIM-002897 ot
104.03.2015 , Brigaro ®peseHnyc Kabn Bowvnang Mméx., l'epmanus, cepus 12MHB26, rogeH po: 01.08.2021, napTus:
[6398 ynakosok. KoHTpakt Ne 390083-12/2013 0T 23.12.2013 ., uHBOItC Ne 1510243054 o1 26.07.2019 .

BbiNyCKaemMoe U3rotoBuTenem: Kon OKMA2:

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

Kog THBO[:
COOTBETCTBYET TPEEOBAHMWSIM: 3004900002
NN 002897-040315, uam. Ne1

AEKNAPALIMA NPUHATA HA OCHOBAHMM

lpoTokon ucnbiranuin Ne 75160 ot 05.08.2019, 000 "UeHTp koHTpons kavecTea Buonand", arrecrar akxpeamaumu:
RA.RU.21L4K01 or 22.07.2015. Ceptucbukar cootseterams Ne POCC NO.¢B14.C87580 ot 05.08.2019

AATA NPUHATUA AREKNAPALIMMW: 05.08.2019
ﬂEKnAPALlMFI ‘0 COOTBETCTBUU .ﬂEl?ICTBMTE{IbHA A0: 01.08.2021
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CBeneHun o peructpauum Aeknapaumu o coo*rLe'rcrauu

3A0 "TexkavecTso", 109044, r. Mockea, yn. uHamosckas, 4. 1A, od. 400, ren.; +7 (495) 676-5417, chakc: +7 (495)
676-2941, www.tehkachestvo.ru, tehkachestvo@gmail.com, OrPH: 1057746285189, AtTecrar per. Ne POCC
RU.0001.11®B14 ebigaH ®enepantHoit cnyxGoi no akKkpeanTaymm
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FRESENIUS KABI
Fresenius Kabi Norge AS
Svinesundsveien 80
NO-1788 Halden, Norway

Ceprudukar ananusa

Homep cepuu:  12MHB26

Jlata npouspoacrea: 08-2018

[lonen no: 08-2021

RUA 1821 Ponupakaun Kabu 7.5 mr/mi, unbsexuuu 10 s

Tect Eaunuus Cneundukauus Pesyawrar
H3MepeHus :

Onucanue [Ipo3paunniit, Hecuserublii Cootrsercrayer

pacTBop

[lomHHOCTD Cootrercrryer CootBerctayer

PonuBakauHa ruapox;1opua

KonnyecrBenHoe onpeaenenue MT/MIT 7.13-7.65 7.35 §

pOonuBaKauHa i

Bynusakaun (mpumecs A) % <0,2 < 0,08

Jhobasa nenpentudpuuuposanuas | % <0,10 < 0,05

npuMech

[Ipumecn % <05 <0,05

OO6une npumecH ‘

(xpome npumecH G)

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

(nmpumecs H)

DHAHTHOMETPHYECKAs YHCTOTA % £1,0 <0,1§

(1ipumecn G) '

pH 4.0 - 6,0 4.4

Ornruyeckas 1;10THOCTD AU <0,030 0,004

S em/405 um '

OnTuyeckas MIOTHOCTD AU <0,025 0,002

5 cm/436 um

OcMonsabHOCTD MOcMmon/Kr 255 - 305 281

H3pnexaemblii 06beM Mn > 10,7 CoorBeTcTBYET

HeBuaumere yacTuirs! :

yacTHUbl =~ 10 um Conepxanue | <6000 25

HaCTHLBI > 25 pum Conepxanne | < 600 2 _

BuiuMele yacTHIIB] Buaumele YacTHIIbl 10K B Cootsercrayer

OTCYTCTBOBATh

baxrepuanbhble 3HI0TOKCHHBI ED/man = 1.35 <0.35

CrepHabHOCTE CrepuibHblii CrepyibHblit

Buewnss cTepuIbHOCTD Crepuibublii CTepénbubm

Bee pesynbrathl cootsetcTByIOT cneunuKannaM. AKTHBHaA cyGCTaHLHA [POU3BO; mTcH B
COOTBETCTBHH ¢ lpasu;iamu GMP,

Cocrasui
Jeanette Braun 26.09.2018

Onobpun
Mette Grinnbo 26.09.2018
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AEKNAPALIUA O COOTBETCTBUM

AEKINAPAHT, NMPUHUMAIOLLIMKA AEKNAPALIMIO O COOTBETCTBUM:

000 "dpeseruyc Kabu", MexpaiionHas MHCNeKUus PeaepanbHOM HanoroBoi cnyx6bl Ne 46 no r, Mockee, OPH:
1087746630289 ot 25.12.2009, anpec: 125167, Poccus, r. Mockea, NeHwHrpagckuit np-kt, g 37, Kopnyc 9 aT 3, nom.
XXIV, kom. 15, Ten: +7(495)988-4578

B nuye: MenepansHoro AvpekTopa Marnoea Anekcavgapa

HoseperHoe nuyo: Watux A. M.

HosepeHHocTb Ne L-18-122 o 12.12.2018

3AABNSAET, YTO NEKAPCTBEHHOE CPE[CTBO:

Ponueakann Kabu, PacTBop Ana uHbekuwii 7,5 mrimn 10 MI1, amnynbl (), NaYkK KapTOHHsIe, per. ya. Ne N1M-002897 ot
04.03.2015 , BblaaHo ®pesennyc Kabu Hoiunang MmeX., Fepmanusn, cepus 12MHB286, rogen ao: 01.08.2021, naptus:
3456 ynakoBok. KoHTpakT Ne390083-12/2013 o1 23.12.2013 r.. HBoNC N2 1510240927 ot 21.06.2019 r.

BbiNnyckaemoe n3rotoeutenem: Kopg OKN2:

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

Kog THB3L;
COOTBETCTBYET TPEBOBAHUAM: 3004900002
N 002897-040315, uam. Ne1

AEKNAPALINA NPUHATA HA OCHOBAHUMU

MpoTokon ucnbiTanmii Ne 6111/ ot 02.07.2019, OO0 "UeHTp KOHTpOnA ka4ecTea buonaid", atrectar akkpeauTaumn:
RA.RU.21LIKO1 o1 22.07.2015. Ceprudmkar coorsetcrana Ne POCC NO.®B14.C85081 ot 02.07.2019

OATA NMPUHATUSA OEKIAPALMN: 02.07.2019
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3A0 "TexkauecTso", 109044, r.Mockea, yn. IuHamosckas, 4. 1A, o. 400, Ten.: +7 (495) 676-5417, dhakc: +7 (495)
876-2941, www.tehkachestvo.ru, tehkachestvo@gmail.com, OIPH: 1057746285189, Atrecrar per. Ne POCC
RU.0001.11®B14 Bbiaan denepansHoit cnyxGoi no akKkpeguTauun

Hara perucTpaumum: 02.07.2019
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Fresenius Kabi Norge AS
Svinesundsveien 80
NO-1788 Halden, Norway

Cep’rmmeaT aHlaiIMisa

Homep cepuu:  12MHB26

Jata mpoussozactea: 08-2018

['ogen no: 08-2021

RUA 1821 Ponusakaun Ka6u 7.5 sr/soL. HHbexIMy 10 M

| Tecr Eanuune Creundukanns Pesvasrar
H3MepeHust
Onucanne IIpospaunnii, 6ecupeTHbI CootBercrayer
pacTBop

IToanuuHoOCTE CootBercrayer CoorBercTByer
PonupakanHa ruapoxaopua

KonnuectBexnoe onpeenenue MT/MIT 7,13 - 7,65 7:.35
pOrNHBaKanHa

byuusakaun (npumecs A) % <0,2 <0.05

Jliobas nenpentnduunponannas | % | 0,10 <0.05
[pUMECD

[Ipumecu % <0,5 <0,05

Obuiue npumecH

(kpome npumecu G)

2,6-1UMEeTHIIAHMIINH % <0,01 0.005%
{(pumecs H)

JHaHTHOMETpHYecKas uucrora | % <10 <0,1:
(npumecs G)

pH 4,0-6,0 4.4
Ouruyeckas MJI0THOCTh AU <0,030 0,004

3 cm/405 um

Onruyeckas MJIOTHOCTh AU <0,025 0,002

5 cm/436 HM

OcMOIUILHOCTD MOcmos/Kr 255 - 305 281
H3Biiekaemsrii 06bem M = 1.7 CootBercTaver
HeBujtnmple yacTHIbI

yacTHUB! 2 10 um Conepaxanue | <6000 25

YacTHLb! > 25 um Copepxanne | < 600 P2

Buanmele yactuis! Buanmele qacTuiibl 105K HbL CooTBercTByeT

OTCYTCTBOBATD

bakrtepuaibHble 3HA0TOKCHHbI ED/Mn <0,35 <0.35
Crepu/IbHOCTD CrepunbHplit CrepuibHbIH
BHeunsis ctepuibHOCTE Crepunpusiii CrepuiibHbIi

Bee pesyabraThl cootBeTcTBYyIOT CrieunpuKaumusaM. AKTHBHAs CyGcTanus MPOH3BOMTCS B
COOTBETCTBHH ¢ npasuiamu GMP.

Cocrasun

Jeanette Braun 26.09.2018

Onobpun

Mette Grinnbo 26.09.2018




AOEKNAPALIUA O COOTBETCTBUU

AEKNAPAHT, MPUHUMAIOLL I LEKNAPALIMIO O COOTBETCTBUMU:

OO0 "®peaenunyc Kabu", MexpaiioHHas MHCNeKUnA PegqepanbHoit Hanorosol cnyxGel Ne 46 no r. Mockse, OTPH:
1087746630289 ot 25.12.2009, agpec: 125167, Poccus, r. Mocksa, JleHnHrpasckuii np-kt, o 37, xopnyc 9 aT 3, nom.
XXIV, kom. 15, Ten: +7(495)988-4578

B nuue: MeHepansHoro aupekropa Marnosa AnekcaHaapa

HoeepenHoe nuyo: Ywakoe A. B.

HosepeHHocTs Ne L-18-142 o1 12.12.2018

SAABNAET, YTO NEKAPCTBEHHOE CPELCTBO:

PonvsakauH Kabu, pacTsop AnA uHbeKuwi 7,5 mr/mn 10 mMA, amnynsl (8), na4kn kapToHHble, per. ya. Ne NM-002897 ot
04.03.2015 , BblgaHo peaennyc Kabu Hoiunann MM6X., Mepmanus, cepust 12MHB26, rogeH fo: 01.08.2021, napTus:
3456 ynakoBok. KonTpakT N2 390083-12/2013 oT 23.12.2013, vHBoiic Ne 1510239430 ot 24.05.2019 .

BbiNyCKaemMoe U3roToBuTenem: Kog OKMNA2:

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

Kop THB34:
COOTBETCTBYET TPEBOBAHUAM: 3004900002
JIN 002897-040315, uam. Ne1

BEKNAPALINA NMPUHATA HA OCHOBAHUU

MpoTokon ucnbitanuit Ne 50270 ot 04.06.2019, OO0 "LieHTp KOHTpons kauecTaa Buonaiich", aTTecTar akkpeauTaumum:
RA.RU.21LKO01 o1 22.07.2015, Cepruchukar cootsetctans N2 POCC NO.®B14.C83173 oT 04.08.2019

AATA MPUHSITUS BEKNAPALIMM: 04,06 2015
AEKMAPALIA O COOTBETCTBUN AEACTBUTENLHA [10: 01,08 2021
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Ywakoe A. B.
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CBeneHun o perncrpaunm geKnapauvm 0 COOTBeTCTBUM

3AO "TexkadvecTso", 109044, r.Mockea, yn. luHamosckas, 4. 1A, od. 400, Ten.; +7 (495) 676-5417, chakc: +7 (495)
676-2941, www.tehkachestvo.ru, tehkachestvo@gmail.com, OF'PH: 1057746285189, AttecrtaT per. Ne POCC
RU.0001.119B14 euinan ®egepansHoi cnyxGoi no akkpeguTaumm

[laTta perucrpaumu: 04.06.2019

Perm*i;':rp'ai;-udmigm HOMep AeKnapauum: POCC RU A-NO.®B14.A.30120/19
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FRESENIUS KABI
Fresenius Kabi Norge AS
Svinesundsveien 80
NO-1788 Halden, Norway

Cepruukar ananusza

Homep cepun:  12MHB26

Hara npoussoactsa: 08-2018

["onen no: 08-2021

RUA 1821 Ponupakaun Kabu 7.5 Mr/Mi., uubekuuu 10 o

Teer Exanuuus Crneunduranns Pesyanrar |
U3mepeHus i

Onucanue [pospaunblii, HecupeTHbI Coorsercrayer |

pacTrop

[ToaannHocTb Coorsercrayer Coorerers \u

PonusakanHa rHapox10pu;1 |

Konunuecrsennoe onpesenenne | mrima 7,13 -7,65 % L )

pornuBakanHa |

bynusakaut (npumecs A) % =02 < 0,05

Jliobas nenaentuduunposantas | % <0,10 <0.05 ‘

HPHUMECh j

[Tpumecu % <0.5 | <0.05 ?

Obume npumecu

(Kpome npumecu G)

2,6-1MMeTHRAHUAMH % = 0,01 0,005%

(npumecs H) |

DHAHTHOMETpUYECKAs uucToTa | % <10 <0,1

(npumecs G)

pH 4,0-6,0 4.4

OnTuyeckas rnioTHOCTS AU <0.030 0.004

5 em/405 um

Onrudeckas MjioTHOCTh AU <0.025 0.002

5 eM/436 um '

OcmonsnsHocTs MOcmoi/kr 255 - 305 281 j

M3BiekaeMblit 00bem M > 10,7 Coorsetcrayer |

HeBuaumsie yactuiip

qacTHilbl > [0 um Coaepxanne | <6000 25

YacTHLbLl > 25 um Copeprkanme | <600 2

Buaumble yactuubl Buanmbie 4acTuLb! 20K HDBI CoorBercryer

OTCYTCTBOBATH
bakrepuajibHble IHA0TOKCHHEI ED/mn £0,35 <0.35

CrepuabHOCTD

Crepu/ibHbli

Crepuibiibii

BHewHsia crepuabHoCTDb

CrepuabHbii

CrepusibHblii

Bcee pesysibTarsl cooreereTByioT crieunpukaumnam. AKTUBHAs cyGeTanums MPOUIBOUAMTCS B
COOTBETCTBHM ¢ npaBuiamu GMP.

CocraBu:
Jeanette Braun

26.09.2018

Onobpun

Mette Grinnbo 26.09.2018



