Specification :
Creundrikaris

Kapn-Bpayn-Lirpacce 1/Am
Ulzepuenssrod 1{komrpons
cepii), 34212 Mensaynren,
Hiveuunua

FS-173.E

Released quantity:

Bumyuiena kinsKicrs:

B.Braun Meisungen AG,
B | BRAUN Carl-Braun-Strasse 1
SHARING EXPERTISE 34212 Germany
Certificate of Analysis
Ceprudikar anamxisy
Brand name : Nutriftex® Lipid special Imporiing countries: Ukraine
Toprosa Haisa: Hyrpiduaerce Jinin Kpaiua-imnoprep: Ykpaiua
crenianbInit
Material number : 3635692 Batch number : 242778051
Hownep marepiany Homep cepit
Manufacturing DE_HE_01_MIA_2022 0043 Product Licence No:  UA3297/01/01
authorization No: Homep
Honep nivensii Ha peecTpalifiHoro _
BrpofHKLTBO: TIOCBIIIMEHHA
Strength / potency: - Manufacturing date; 2024-07-07
Cuna / aKTHBHICTE Hara supoQGHuursa
Package size and type:  3-chamber bags [250 mlx 5 Release Date: 2024-08-26
Tun i posmip Miwky Tpukasepui 1250 mnx 5 Jara sunycky
YMaKOBKH
Dosage form : EBmulsion for infusion Expiry dale : 06.2026
DopMa BHITYCKY Emynecia s indyz2ifi Tepsin npuoariocti:
Manufacturing site: B.Braun Melsungen AG, Product licence B.Braun Melsungen AG,
Bupobuux: Cari-Braun-Sirasse 1/Am holder : Carl-Braun-Strasse |,
Scwerzelshof 1(batch cortrol), Bnacuux 34212 Melsungen, Germany
34212 Melsungen, Germany peectpauiiincro B.Epays Menssyuren AT, Kapn-
B.Bpayn Menesysrex AT, NOCBIAYEHHSA! bpayu-lUTpacce 1,

34212 Menbaynres, Himeuynua

1 135 chamber bags
1 135 milwkis TprKanmepHux

_GMP certificate No: DE_HE 01 GMP 2022 0060 Released quantity 227
Ne céprudixary GMP; (packs):
BunyweHa kinokicte 227
(ynaxonok): '
Characteristic Requirement Result
XApaKTepHCTHIH Bumoru Peaynwrar
General and special characteristics
3aransHi § crCianbHI XapaKTEPHCTHRR
Extractable volume not less than the nominal volume of the container  complies
-OB6’em, O BETATAETLCH . He MeHuLIe HOMiHaNLHOro 06 MY XOHTEHHEpa Bianosinac
Appearance of solution
Onuc poyunny
Amino acids compartiment clear, colourless up to faintly straw-coloured complies
solution, free from particles’
Kanmepa aMIHOKHCAOT nposopuit posuuH, Bij Seabapenoro no Hnino- sinnosigae
COJIOM’AHOrO KONLOpPY, 6e3 BHIINHX YACTHHOK
Glucose compartment clear, colourless up 10 straw-coloured solution, complics
free from particies
Kamepa rnokosu npo3apuii posunn, vig Sesbapeuoro ao Baigo- sianosinae
- - CONOAIAHOTO KONLOPY, 063 BHIRMHX YGCTHHOK
Fat emulsions compartment white, milky oil-in-water emulsion complies
Kamepa xuposoi eMynecii Gina mMonokonopiGus emynscis THny «oniny sianosinac

BOJI»
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S-riapoxcumeTnndypdypon (5~
-HMF)

B.Braun Melsungen AG,
B l BRAU N Carl-Braun-Strasse 1
SHARING EXPERTISE 34212 Germany
Certificate of Analysis
Ceprudikar anaaiszy
Brand name: Nutrifiex® Lipid special Page 20f6
Toprosa Ha3zsa: Hyrpudaexe Jinia creninssunii
. Material number: - 3635692 Batch number: 242778051
Homep MaTepiany Houmep cepil
Characteristic Requirement Result
XapaKTepHcTHKR Bumoru PesynbraT
Identity The identity of the individual ingredients is given  complies
by each specific assay
CripaguicTs A iHRHBI DY AIEHOMO KOMTIOHEHTA
CrpasxHicTh axazana B posaim «Kirsxicue niataueHivm ana Bignoeigae
KOMHOI0 KOMAGHEHTA,
Purity tests
TecTH YHCTOTH
“Amino a¢ids compartment
Kamepa aMiHOKHCNOT
pH 50-70 59
Degree of eolouration of solution not more intensely colored than reference solution  complies
BY7
Crynine 3a6apBngHHA PO3UNNY ne irceHcHBHiWe 3aGapanesndl, uix pedepertrull  sinnosizae
posuid BY7
Clarity and degree of opalestence <3NTU complies
Mpozopicts | crynide onanecnenuil <3 HEM sianosinae
Subvisible particles
Particle test according to Ph.Eur.
Large volume parenterals > 10 m < 25 particles/mi complics
{> 100 mi per container) 125 pm £ 3 particles/ml complies
CyBaunHMi YacTHHKK
TecT Ha MACTHHKH Bigtosiao aa EP 2 10 MEM £ 25 vacTHHOKMA mianosigae
ANA B/B POTWIHIB BeAHKoro o6 eay 2 25 MM <3 uacTHHOR/MA BinnoBinae
{Konreitnepn >100 mn)
Filling velume 101-165% 102,9 %
06’ em HaMOBHEHHA
Glucose compartment
JKantepa rioxoas L
pH 2535 . 34
Degree of colouration of solution not more inensely colored than reference solution  complies
BY6
CTynine 3adapsnenrs posdHHy e Ginuie inTeHcueHo 3abapencHiil, Hix aianoBiae
pedeperrhyit pozuis BY6
Clarity and degree of opalescence <3INTU complics
ITposopicrs i erynine onssecuenuii <3 HEM signosinae
5-hydrohymethylfurfural (5-HMF} A284 <0.25 0,06




B/ BRAUN

B.Braun Melsungen AG,
Cari-8Braun-Strasse 1

SHARING EXPERTISE 34212 Germany
Certificate of Analysis
Ceprudikar ananisy
Brand name: Nutriflex® Lipid special Page Jof6
Toprosa Hazea: Hyrpisdaerce Jdinig cneniaasnmit
Material number: 3635692 Batch number; 242778051
Homep matepiany Honiep cepili
Characteristic Requirement Result
XapakTepHCTHKH Bumors Pesynerar
Subvisible particles
Particle test according to Ph.Eur.
Large volume parenterals > 10 pm < 25 particles/mi complies
{> 100 mi per container) - 225 um <3 particles/ml complies
Cy9Bnanmi uacTHHKH
TecT Ha BHIKAYCHHS MaCTHHOK 2 10 Meu < 25 wacTHHOR/MA simnosinae
sianosiaHo no Ceponefichkol 225 MKM < 3 HacTHHOR/MN signosinac
Dapmaxoriel
S B/B pO3UHHIB BenHKoTO 06 ey
(Koureiinepn >100 mn)
Filling volume 101-105% 103,0%
O8’en HanoBHeRHA
Fat emulsion compartment
Kamepa Hupoaol emyascii
pH - 7.5-8.5 78
Micrescopic assessment droplcts < 1 pm more than 99 % complics
not more than 5 droplets > 2 to < {0 pm per- o
individual field
no droplets > 10 pm
Mikpockoniuia ouinga kpanens < 1 piv Ginblre 99 % BiENOBixAE
He Ginsuie 5 kpaneas > 2 20 < 10 piv pa
{HAMBHIYaREROMY TIOAI
BigcyTHi kpanai > 10 pm
Peroxide value <10 <0.3
[TepoxcunHe uncno
“Acid value- <10 02
Kucnotue wncno
Free fatly acids <3.0 mmol/i ‘2 tivial/]
Binuui acuped xncnomu sMone/n MMORB/
Mean particle diameter (PCS)
Cepennill poanip yactinok 180-320 nm/nm 230 nm/um
Filling volume 101-105% 102,6 %
06’ ex HATOBHEHHN - co
Mixture of the solution of the three
compartmenis T
Cyniiin po3dnHIB i3 TPROX Kasep
Bacferial endotoxins £ 2.5 [U/ml complics
BakTepianbHi CHEOTOKCHAK <2.5 MO/n BinOOBifAE
Osmolality 2010 - 2220 mOsmol/kg 2037 mOsmaol’kg
OcMoaAnLHICTL MOcMonk/Kr mOcmonw/kr




B/ BRAUN

B.Braun Melsungen AG,
Carl-Braun-Strasse 1

SHARING EXPERTISE 34212 Germany
Certificate of Analysis
CepTudikar ananizy

Brand name: Nutriflex® Lipid special Page 4of6
Toproaa Haspa: Hyvpudaexe Jlinig cneuiannnufi
Material number: 3635692 Batch number: 242778051
Homep matepiany Homep cepii
Characteristic Requirement Result
XapakTepuCcTHKH Bumory PesynetaT
Sterility must be sterile complies
Sterility test according to Ph,Eur.

Crepunenicts NOBHHEN BYTH CTEPHNBRHAM Bignozigac
Tecr Ha crepunsHicTs 3riguo

Caponeiicexol Oaprakonel

pH 5.0-6.0 5.5
Subvisible particles = 10 pmn < 12 particles/ml complies
Particle test according 1o Ph.Eur. 2 25 pm <2 particles/m! complies
Large volume parenterals

(> 100 ml per conlainer) Z 10 miM < 12 wacTHHOK/MR Bianosigae
Cy6sunumi wactinku Teer 2 25 kM £ 2 vacraunok/mn sianosinac
13 BHIMGUCHIIR YOCTHHOK BinoBinNo 10

Caponelicskoi Gapaakonel L /e

po3unnis scankoro ob'emy

(Konretisepu > 100 wi)

Assay

Kinkkiche Bu3Haventn

Amino acids compartment

Kamepa aminoknenor

Isoleucine 7,800 - 8,621 gA 8,166 g/l
Tzoneiiung r/n r/n
Leucine 10,412 - 11,508 g/l 10,902 g/
Teinws n r/n

Lysine hydrochloride 9,453 - 10,448 g/l 9,924 g/l
Jlizuny rinpoxmopun r/n r/n
Methioning 6,498 - 7,182 g/l 6,828
MerTionin t/n g/t

rin

Threonine 6,033 - 6,668 A 6,306 g/
Tpeonin rin tin

Valine 8,560 - 9,461 g 8,934 g
Banix tin r/n
Arginine 8,978 - 9,923 g/l 9,399 g/l
Aprinin rin vn
Histidine 4,165 - 4,603 g/t 4,367 g/l
TicTuann rn (v}
Alanine 16,131 - 17,829 g/l 16,924 g/
AnaHin n rin
Glycine 5,491 - 6,069 g/l 5,152 g/l
Taiumn r/a rin
Aspartic acid 4988-5513 g/l 5,182 g/t
Kuctota acnaparinosa rin t/n
Glutamic acid 11,043 -12,884 g 11,837 g/l
Kucnota rayramivora rin rin
Pyroglutamic acid <0,646 g/t 0,348 g/l
MiporayTaminosa kucnora in tin
Sum glutamic acid with

pyroglutamic acid 11,657 -12,384 /1 12,234 gt
Cyma rityTasidopoi kiuenoTe pazom s /i r/n

MipOrAyTAMIHOBOK) KHCAOTORY




B.Braun Melsungen AG,
Carl-Braun-Strasse 1

BIBRAUN

SHARING EXPERTISE 34212 Germany
Certificate of Analysis
Ceprndixar anajisy
Brand name: Nutriftex® Lipid special Page 5of6

“Toprosa Ha3sa: Hyrpudaesc Jinia enemianuinig

Material number: 3635692 Batch number; 242772051
Homep matepiany Howmep cepii

Characteristic Requirement Result
XapaskrepHcTHRH Busorn PeaynetaTr
Proline 11,305 - 12,495 gfl 11,839 g/l
MMponin t/n r/n

Serine 9,975-11,025 g/l 10,435 g/l
Cepun t/n r/n
Tryptophan 1,900 - 2,100 g/l 1,987 gl
Tpunrodan r/n r/n
Phenylalanine 11,675 - 12,905 g/l 12,243 g/l
Deinanauin r/n r/n
Sodium 89,3 - 98,7 mmol/t 96,1 mmol/l
Harpiid MAOTL/ MMONE/T
Potassium 89,3 - 98,7 mmol/l 93,6 mmol/1
Kani# MMOAB/ MMOITR/ 1
Calcium 19,1 - 11,1 mmol/ 10,5 mmol/t
Kansuiit MMOnB/N MAMONB/N
Magnesium 10,1 - 11,1 mmoi! 19,5 mmol/]
Marniii MMOBN MMORE/A
Chloride 114,0 - 126,0 mmol/l 119,7 mmol/l
Xnopug MMOR/N MM
Acetale 114,0 - 126,0 mmolA 119,4 mmol/l
Auerar MMORLIT MMone/n
Citrate < 2,00 mmolAl 1,56 mmol/l
Lrpar Matoe/n MAONTE/N
Glucose compariment

Kamepa rmokosu

Sodium 38,0 - 42,0 mmol/ 39,0 mmol/l
Harpiii MMORL/N MMOAB/N
Zinc 0,076 - 0,084 mmol/ 0,080 mmol/l
o MMOJIR/T snmonn/n
Glucose 342,0-378,G g/t 3552 gl
T'nioxoza rin i wn -
Dihydrogen phosphate 38,0~ 42,0 mmol 39,5 mmol/l
Huriapodiocdar MMONb/N MMons/n
Citrate < 2,00 mmokl 1,75 mmol/l
Hprrpar MMOSIR/N MMORB/MN
Fat emulsion compartment

Kanepa suposol emyascii

Medium-chain triglycerides 95,0 - 1050 g/ 1014 g
TpHrniuepioH cepestHbOro naywWiors  1/a v
Soya-bean oil 95,0-.105,0 g/l 100,9 g/l
Onia coepa r/n rin
(3sn-phosphatidyl)-choline 8,55-10,58 g/l 9,44 g/|
(3sn-thocaruniny-xonin r/n Tin
Lysophosphatidylcholine <0,800 g/l 0,403 g/l
JlizodochaTugiaxonin v/n

Glycerol 23,83-26,3 g/l

nivepus wn




B BRAUN Bdraun Mesungen A

SHARING EXPERTISE 34212 Germany
-Brand pame: Nutriflex® Lipld special Page 6of6
Toprosa nazsa: Hyrpudaexe Minig cneniansunii
Material number: 3635692 Batchpumber: 242778051
Homep marepiany Homep cepit
B.Braun Melsungen AG
Quality Contro}
B.Bpays Menssyuren Al
Kowrpons Axocti

Doerthe Feuersenger
Lhereby conify that the above information is authentic and accurate. This batch of product hias been manufaciured, including packuging
Aabelling and quality control at ihe above-mentioned site in full compliance with the GMP requircments of the local Regulatory Anthoriry
and with the specifications in the Marketing Authorisation of the importing counicy.The baich processing, packaging and analysis records
were reviawed and found to be in compliance with GMP.

3axwa 0pe coprudukaiin

Uum # mixrsepmwyio, 970 BHU@Hasenena imhopyaniv upasmaska i rowa, Lia cepin npoaykwil Gyna snpodagua, BKARYNMONN
BAXYBIHILYMApKY BOIULA | KOWTPOAS AKOCT], KA BMcxIRaeHil ZUtsrui Y nouilt inesinnocTi A0 Bnsior GMP MIiCUCROFD POryarRTOpItOrG
oprany i cnsundpikanifi peectpanifingt Koxysenrauii xpaius-innoprepa.

BrpoSunLra, oy saiia/MapRyBatu i ananis cepil Gynn nepernanyTi i Buanani Takysn, 100 wignosizaoTs GMP.

B. Braun Melsungen AG/E.Bpayn Menszyuren AT
Qualified Person/Y nosxosasena ocola

g. Br.::ulnCMelsungen' AQ

ospital Care i YVl

BIBRAUN aomarGare Dr. H. Linder *
: Br, Helmut Under

D-34212 Melsungen Date / flata 2024-08-29

***End of Certificate***
Kieus ceprugixary




