AEKJIAPALINA O COOTBETCTBUU

REKNAPAHT, MPUHUMAIOLLMWA EKNAPALIMIO O COOTBETCTBUM:

OO0 "®pesennyc Kabu", MexpaiioHHas WHCneKkums ®efepanbHoi Hanorosoi cryxGel N2 46 no r. Mockee, OI'PH:
1087746630289 oT 25.12.2009, anpec: 125167, Poccus, r. Mockea, JleHuHrpapckuii np-kr, o 37, kopnyc 9 a1 3, nom.
XXIV, kom. 15, Ten: +7(495)988-4578

B nuue: MenepanbHoro avpektopa Marnosa Anekcangapa

HoesepenHoe nuuo: Ywakos A. B.

[oseperHocTb Ne L-18-142 o1 12.12.2018

3AABNAET, YTO NEKAPCTBEHHOE CPE[ACTBO:

PonvsakauH Kabw, pacTeop ans uHbekuui 2 mr/mn 100 mn, koHTeHeps (5), navku kapToHHsle, per. ya. Ne JiM-
002897 ot 04.03.2015 , BbIgaHo ®peseHuyc Kabu [onunana MM6EX., Fepmanus, cepust 12NCH93, rogeH ao:
01.03.2021, naptus: 3324 ynakoskw. KonTpakt Ne390083-12/2013 o1 23.12.2013 r., uieoinc Ne 1510240161 ot
06.06.2019 r.

BblMyCKaeMoe U3roToBuTenem: Kog OKMNAz2:

®pe3sennyc Kabu Hopax AC/Fresenius Kabi Norge AS, Svinesundsveien 80, NO-1789 Berg i 21.20.10.231
Ostfold, Norway, cTpaHa: Hopserus

Kog THB3A:
'COOTBETCTBYET TPEBOBAHUSAM: 3004900002
NN 002897-040315, nam. Ne1

AEKNAPALIUA NPUHATA HA OCHOBAHUM

MpoTokon ucnbitanuin Ne 53531 ot 13.06.2019, 000 "LieHTp KoHTpons kayecTBa Buonaiid", attectar akkpeanTauuy:
RA.RU.21LKO1 ot 22.07.2015, CepTucbukar cootsetcteus Ne POCC NO.®B14.C83740 ot 13.06.2019

AATA NMPUHATUA OEKNAPALIMMW: 13.08.2019

i/ Ywakos A. B.

(nognues) (®amunun, vHAUKANDI)

CBe,D,eHM"“ pervcrpauuMu aeknapauuvu o COOTBEeTCTBUM

3A0 "Texka4ecteo", 109044, r.Mockea, yn. luHamosckas, 4. 1A, od. 400, Ten.: +7 (495) 676-5417, cbakc: +7 (495)
876-2941, www.tehkachestvo.ru, tehkachestvo@gmail.com, OFPH: 1057746285189, AttecTar per. Ne POCC
RU.0001.119B14 sbigan ®egepansHoi cnyxboi no akkpeautaumm

Aata perucrpaumnm: 13.06.2019
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FRESENIUS KABI
Fresenius Kabi Norge AS
Svinesundsveien 80
NO-1753 Halden, Norway
Ceprudukar ananusa

Homep cepun:  12NCH93

Hara npoussoactea: 03.2019

["open no: 03.2021

Ponurakaun Kabu 2 mr/ma, uubvekuun 100 mn

| Tect Eaunuie Creunduxauns PesyawTar
M3MEpeHHs
Onwucanue [Tpozpaunniit, GeclBeTblit CooTBercTayer
pacrsop/ B9
[loanuuuocts CootBeTcTByeT CoorBeTrcTByer
PonnBakauHa ruapoxaopma
KonuuecrsenHoe onpeaenerune | Mr/m 1,9 -2,04 1,99
pornuBakauHa
bynusaxaus (npumech A) % =02 < 0,05
Jhobas nenaentuduumposarHas | % <0.10 <0,05
rpumech
[Mpumecu % <0.,5 < 0,05
Obume npumecu
(kpome npumecu G)
2,6-1MMETUTAHMITUH % <0,01 0,005
(npumecs H) e o
DHAHTHOMETPHYECKAs YMCTOTA % <1.0 0.1
(npumecs G)
Mzsnekaemerit 00bem Mn > 100 CooTBeTcTRYET
pH 4,0 - 6,0 4,5
OnTtuyeckas nja0THOCTD AU <0.030 0,000
5 cM/405 um ..
OnTuyeckas NJIOTHOCTh AU <0,025 0,000
5 em/436 Hm
OcMO:181bHOCTD mOcmon/kr 255 - 305 283
HeBuauMble 4acTH1Lb
yactuubsl = 10 um Coaepxanne | < 6000 27
yactHusl = 20 pm Couepmanne | <600 0
Buanmslie yactuis Buaumeble 4yacTHLBI JOMKHEI COOTBETCTBYET
OTCYTCTBOBATH
bakTepuaibHble 3HA0TOKCHHEI ED/mn <0,094 < 0,094
CTepuibHOCTD CrepunbHbii CrepunbHbii
BHewH s CTePUIBLHOCTD CrepHabHbIi CTepHIibhblii

Bcee pesyiibraThl COOTBETCTBYIOT CrieUMpUKaLMsIM. AKTHBHAS CYOCTAHUMS [TPOUBBOIUTCS B

COOTBETCTBMH ¢ npasuiiamu GMP,
CocraBun Onobpun

Lene Andersen 25 anpens 2019 Mette Grinnbo 25 anpens 201!59




AEKNAPALIMA O COOTBETCTBUMU

AEKINAPAHT, NPUHUMAIOLLMIA OEKNAPALIMIO O COOTBETCTBUM:

000 "®pesenunyc Kabu", MexpaiionHas WHCnekuyus degepansHoil Hanorosoi cnyx6bl Ne 46 no r. Mockee, OI'PH:
1087746630289 ot 25.12.2009, appec: 125167, Poccus, r. Mockea, JleHuHrpaackuit np-kt, A 37, kopnyc 9 aT 3, nom.
XXIV, koM. 15, Ten: +7(495)988-4578

B nuue: MexepanbHoro gu pekTopa Marnosa Anekcangapa

[LoseperHoe nuyo: Ywakos A. B.

HosepenHocTs Ne L-18-142 ot 12.12.2018

3AABNAET, YTO JIEKAPCTBEHHOE CPEACTBO:

Ponueakaux Kabu, PacTBOp ANs UHbeKUUA 2 Mr/mn 100 Mn, KOHTERHepS (5), naykun kapToHHbIe, per. ya. Ne Jfl-
002897 ot 04.03.2015 , BbIg@HO ®peseHnyc Kabu [loitunang M6X, Mepmanus, cepus: 12NCH93, rogeH po:;
01.03.2021, napTus: 7920 ynakosok. KonTpakt Ne390083-12/2013 ot 23.12.2013 r., nHsoiic Ne 1510238817 ot
15.05.2019r.

BbiNyCKaemMmoe U3rotoBurenem: Kop OKMA2:

®pesenunyc Kabu Hopax AC/Fresenius Kabi Norge AS, P.O. Box 430, 1753 Halden, Norway, 21.20.10.231
cTpaHa: Hopeerus

Kog THBO3M:
COOTBETCTBYET TPEBOBAHUAM: 3004900002
JIN-002897-040315, uam. Ne1

AEKITAPALUUA NPUHATA HA OCHOBAHUMU

lMpoTtokon ucneirannit Ne 4493/ ot 22.05.2019, 000 "LlenTp koHTpONs kayecTsa Buonaiic", atrecTar akkpeauTaymu.
RA.RU.21LK01 ot 22.07.2015, Ceptudukar cootBeTcTema Ne POCC NO.®B14.C82211 oT 22.05.2019

AATA NPUHATUA OEKNAPALUMWMN: 22.05.2019
AEKNAPALIMA O COOTBETCTBUW AEUCTBUTENBLHA [O: 01.03.2021

Ywakos A. B.

M.T. 3aneuTens,

\ (nodnuce) (Damunun, nHUUMaNL!)

Ceepnelns o peructpaumm Aeknapauuu 0 COOTBETCTBUM

3A0 "Texkavectso", 109044, r.Mocksa, yn. AuHamosckasn, 4. 1A, od. 400, Ten.: +7 (495) 676-5417, takc: +7 (495)
876-2941, www.tehkachestvo.ru, tehkachestvo@gmail.com, OI'PH: 1057746285189, ATrectar per. Ne POCC
RU.0001.11®B14 sbigaH ®egepanbHon cnyxGoi no akkpeguTalmm

Hara perucrTpaumm: 22.052019

C—%‘/ [flobpoTtuH A.B.

{noannce) (PamMunua, MHMLMENGI)




FRESENIUS KABI
Fresenius Kabi Norge AS

Svinesundsveien 80
NO-1753 Halden, Norway

Cepruduxar ananusa

Homep cepuu:  12NCH93

Harta npoussoxctea: 03.2019

['omen no: 03.2021

Ponupakaun Kabu 2 mr/mu, unbekuus 100 Mo

Teer E nuauns Creuunduxanms Pesynprar
U3MepeHHsI

Onwucanue [Ipo3paunsiit, GecuBeTHbIH CoorsercTByeT
pacteop/ B9

[ToutuHOCTS CootsercTByer CootBeTcTBYET

PonuBakauHa ruipoxXsopHa

KonuuecTsenHoe onpenenenne | Mr/mi 1,9-2,04 1,99

ponuBaKanHa

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

JIro6as HenjeHTHUIMpOBanHas | % <0,10 < (0,05

TIPUMECh

[Ipumecn % £0.5 < 0,05

Obue npumecu

(kpome nipumecu G)

2,6-IMMeTHIaHUIIMH % <0,01 0,005

(nmpumech H)

OHaHTHOMETpHUYecKas yucrota | % <10 0,1

(ipumecs G)

M3Bnekaemslii 06bem M > 100 CootrpercTByeT

pH 4.0 - 6,0 4,5

Onruyeckas MJIOTHOCTD AU <0,030 0,000

5 em/405 M

OnTHueckas II0THOCTh AU < 0,025 0,000

5 cM/436 uM

OcMOISLIIBHOCTD MOcmo/kr 255 -305 283

Hesupumele yacTHIlb]

yacTHLb! 2> 10 um Conepxanne | <6000 27

4acTHLEI > 20 um Conepxanue | <600 0

BuauMele yacTuips Buaumsle 4acTuiibl JOMKHB COOTBETCTBYCT
OTCYTCTBOBATh

bakrepHanbHbIie SHAOTOKCHHBI ED/mn <0,094 < (0,094

CrepuabHOCTD CrepunbHbIi CrepuitbHblit

BHelHsAs CTepHIIbHOCTD CrepuIpHbIi CrepunbHbIi

Bce pesynbrarsl COOTBETCTBYIOT cieuHQHKALMIM. AKTHBHASA CYOCTAHIIMS IPOU3IBOIMTCS B
cooTBeTcTBUHM ¢ npaBuiamu GMP.

CocraBui
Lene Andersen

25 anpens 2019

Onobpun
Mette Grinnbo

25 anpens 2019




