Certificate of Analysis
Ceprudixar ananizy

General and special characteristics
3aranshi i cneuiamuui xapakrepueTiy

Brand name : Nutriflex Omega special Importing countries:

Toprosa Hazea: Hytpudnerc Omern Kpatua-imnoprep:
eneuinmsnilt

Material number : 3635693 Batch number;

Howmep narepinay e Howep cepit

© Manufacturing DE_HE_O1_MIA_ 2022 0043  Product Licence No:
authotization No: o HoMep peectpanifinorg
Homep niuensif ua nocBiAteHns
BHPOBHHITBO;

Strength / potency ;- Manufacturing date ;
Citna / axtisnicrs Hara eupoGunurss
Package size and 3-chamber bags 1250 ml « 5 Expiry date::

ype: Miunon Tpstkanepul 1250ma x 5 Tepuin npigarnocri
Tun i posaip

YNaxoBKs

Dosage form : Emelsion for infusion Release date:

- opma sunycky Emynuciz onn indysii Hota suirycry;
Manufacturing site:  B.Braun Melsungen AG, Product ficence holder ;
BupoSum: Carl-Beaun-Strasse 1/Am Baachix

: Scwerzelshof' | (batch contral), peesTpaltivoro

34212 Melsungen, Germany nocainuenna:
B.Epays Mennaymrex AT,
Kapn-Bpayu-Lirpacce 1/Am
Waepuenssrod Hronrpons
cepify, 34212 Menbayuren,
Himesommn

Specification ; PFS-01790 Released quantity :

- Creundsikauia e Bunymena kinpxicrs:

- GMPertificate No: DE_HE DI_GMP_2022 0060  Rcleased quantity
Na ceprudivary L {packs): -
GMP: Bunyusena kinoxicrs

{ynaxoaox);
Characteristic Requirement
Xapaxrepuernku Brmory

14

Extractable volume
O6em, LU0 BHTArACTLOR

Appearance of solution
Omie posunny

Amino acids compariment
Kantepa amivoricnoT
Glucose compartssent

. kamepai FROKOIN

. == - -GNLEO-CORTM RHOMD konkopy, Ges-uaerorx - -

Fat emulsions coniparimeni
Kamepa smposoi emynscii

tiot less than the nominal volume of he
- container -

HE MeHwe HoMiHANbLHOrO 06 ey

koHTelinepa oo

clear colourless up to fainily straw~coloured

solution, free from particles

Npasopufl poxan, sin Gesbapenore no

Gnifo-conom'suore KOMLGDY, Ges vacTox

clear colourless up to fiimly strmw-coloured
— solution,froe from-particles

Nposopuhi pasin, ein Gesbapenore 2o

while, milky oil-in-water emulsion
Gina MonoiononiGua em YRRCIN-riiny wonix
¥ Bomin

Ukraine
Yxpaina

240678051

UNEJBI!OUOI_

20240211
012026

2024-03-12

. B.Bratin Melsungen AG,

Carl-Braun-Steasse 1,
34212 Malsungen,
Germany

B.Bpayn Mensaynren AT,
Kapn-Epays-Llitpacce |,
34212 Mensaywsen,
Hisewsinna

570 3-chamber bags
570 aiurkis Tpmensteprnx

14

Result
Pesynvrar

complies
sianosigac

complies - -
siancainng.
complies

ainnonjl;gg o

complies

sinnosinge




Certificate of Analysis
_Ceprudikar aHaJi3y

Brand name;. Nutriflex® Omega speciaj Page 20f6
Toprosa uaaea: Hyrpudaexe Ouern cneinan i
Material number: Batch numbey;
Howep warepiia 3635693 Howep cepiy 24067805)
Characteristic Requirement Result
Xapaxrepicting Bitatorn Pexynszar
Tdentity the identity of sodium, potassium, calcium; complies
- magnesium, zine, glucose, chioride, acctate,
phosphate, citrmie, as well as glycerol, soya oft, .
omegd-3-ncid riglycerides and medium-chain
triglycerides, and the various amno acids sre
given by each specific assay
Cripassnicrs CrpaexHicTs Natpilo, Kaniio, Kb, Marsilo, siznoainae
Linky, rniokosm, xnopuy, auerary, docgary,
WHTpaTy, & Takow rhiugpisy, onif cocnoi,
TPHEniUgpHAis oMers-3 KHCNOT, TpUraiuepithin
CEPEAHLOre RaRWOrA | plamicx aminokncnot
onicana y pasnini «Kinwxicne BHINBEHURD ans
KOMHOrO KUMNOHEHTA
. ~Purity 1psts
TecTH YnctoT -
Amino acids compartmen
Kamepa amisosuenor
pH 5.0-70 59
Degree of colourstion of solufion ot more intensely colored than reference solution complies
BY7 .
Crynins 3aGapanennn possiRy He Ginbty fuvesicano 3abapanenui, nix wianorinae
pedepertHid posuim BY7
Clarily and degree of apalescence <INTU complics
T1posopiérs i crynine onarecusHuit - < 3HOM silnoaigae
" Subvisible partictes - e
Particle (est according to Ph,Byr. -
Large wolume parsnterals 2 10 mem £25 pasticles/nt complies
(> 100mi per container) 2 25 mem £ 3 particles/ml
CyGriami yactitgs
Teet wa yacTisskn srinwo Pl Eur. Z 10 mxat £ 25 wacTunok/un sinnosiiac
2z a/s posunnis senikorg offemy  >25amam<3 USCTHHOR/ M :
(kouTelinepu >100 A} )
Filling volume 101-105% 102.7%
OB’en HANOBHEHNA ’
Glucose compartment -
Kamepa rmoxoy e e e
pH 2535 4
Degree of colouration of solution BOl more intensely colored than refefénce solution complies -
BYS§
‘Crynins 308apanenns POty He Binew intexenano saBapeaeynit, nin sitgioninae
: -pedrepesmnii posunn BY6
Clarily and degree of opalescence <3INTU complies
Hposopicts § CTYNikL onanecueHait =3 HOM siznosinae
S-hydrohymethylfurfiral {5-HMF) A284 505 0.07

-riqpoxcime’mn(bypcpypan s .
HMF) o




Certificate of Analysis

Tecr ng CTCPURRICTS 3rio Ph,Eyr,

L Ceprudikar aHajunizy -
Brand name; Nutrifiex® Omoga special : Page Jof6
;upmua Haga: Hytpudaese Opera caenisapind
alerial number: Batch nimber;
Hosiep navenian 3635693 Howepy enil 240678051
Characteristic Requirement ' " Result
—Xapaxrepuersigy Bisigrn Peiynurar
Subvisible particles
Particle test according 10 Ph.Eur,
Large volume Parcnterals 2 10mem<2s particles/mi tomplies
(> 100 ml per container) 225 mem <3 particles/mf
" CySeimanumi YACTHHKN T
TecT Ha unernmgky srimno Ph.Eur, 2 10 mea 25 HACTHHOR sty Sifinowinae
A4 B/B po3usnis Benikoro 06 eary 2 Mmem <) HACTUHOR MO
(kouredingpir > 1 0 M)
Filling volone 10L-105% 102.79;
Of'ent HnnoBnesn
Fat emulsion coNtpartment
Kaviepa wposci eMynsciy
pH 75.85. g1
‘ 'Micmscnpic assessment droplets £ 1 pym oy less than 999 not more thipn s e -..COmpligs - -
grmpllcts > f O:a £ 10 pm por individyal fleldno
; ‘oni : oplats > 10 um
thhom A ol apa’:lcub Elpnne mul;a 99 %%
e Ginaitre § kpamen, > o= 10 s . .
i’nmmnwmw?ﬁx nani; ¥ Rnosinae
wineyat wpanal > 1o [TV
Mean particie diameter (PCS) 180320 nim/ iy 237 nny 1y
Cepenuil Aiasterp vacrinox (PCS)
Perozide valug B s B <0.3
Tlepoxeiaue wicny e
Acid valye =05 0.2
Kuenorie HHCHO
Free fauy acids £ 3.0 mmol/| 2 mmo1
Binwii scipni xuengry mMonsa MmO/
Filling volume 101-1059; 14).9 %
OF’em sanontenns v
Mixture of alf compariments
Cymiw POI4MHIB 3 Thoox Kayep - -
Bacterial endotoxipg C S5 Umn complies
Gaxvepiameii CHATTORCH 51k 2.5 MOy o
Bianoginae
Sterifity must be sterile complics
Sterility west according to Ph.Eur,
Crepumaicrs, MOBItHEH Sy crepivngmy Bifinomigae




Certificate of Analysis
Ceprudikar aHanizy

MMOAL/N

Brand name; Nutriflox® Omega special Page 4ofb
Toproes Hazga: Hyrpudacre Omery L TIE T TR
Matetial mumber: Balch number; .

" Howep warepiany 3435693 Howepcepii 240678051
Chameteristic Requirerent i h Resuft
Xnpokrepucring Busior Pesyastar
pH 5.0-6.0 55
Osmolafity 1953 . 2387 mOsmolkg 2087 mOsmol/kg
Ocvonsasmicr, sQouMonw/kr mOcMonL/kr
Subvisible particies
Farticle test acconding {0 Ph.Eur,

Large volume parenterals 2 10 mem <12 particleyml complics
(> 100:mf per cantainer) 25 mem<2 particles/m}
CyGonai HACTIHRH .

- Tect na wacrkuarigno PhBur, - Z 10 miM < 12 vaerinron/un Bifnosigge
AN a/8 pozuimin Benukore O6'eMy > 25 mkm <2 HACTHIIOK Ma T
(xonTetinepy >100 M) ’

Assay -~

Kinvkiche sinuavery

Amino acids compartment

Kameps asinoxsicnor

Isoleucine 1.800-3.621 g 8,050 gt
Izonstivum r/n r/n

Leucine 10.412 - 11508 g/l 10,873 g/1

Tetiasn /n rig

Lysine ~7:566'~8:363 g/ 7,946 g/1

Sising t/n o rkl“ JE U
Methionine 6498 - 7,182 p/1 6,802 gn

Merioniy .. /n _ rin

Threoning 6,033 - 6,668 fili3 6,315 g1

Tpeouin T/n rin

Valine 8,560~ 9,461 g1 8931 g1

Biain i v

Argining 8,978-9,923 &/ 9,364 g/t

Aprinin r/n i

Histidine 4,165 - 4,603 g7 4.3 g

Ficrnan ¥ v e

Alanine 16,131 - 17,829 gt -16959en .
Anain ] r/n R
Glycine 5,491 - 6,069 g1 87701

Phiten rin rin

Aspartic acid 4,988 -5513 i 5,190 gn

Knenora acnaparinosa o _ in

Glulamic acig 11,043 - 12,884 g1 11,306 gA

Kucrora rayrasisonn rin w/n

Pyroglutamic acid <m 0,646 p/l 0.365 gn
Nlipornyvaninosa xpenora rn rn

Sum glotamic acid with 11,657 -12,8§4 g 12,223 g/
pyroglutamic ncig ) 1/ v )
Cyms rayTaninosoi kicnory pasos e s e e e
3 diporayTaminoeoig Kicnorolo -

Proline - 11,305 - 12,495 gn 11,804 gt

Flponiu 7] r/n

Serine 9975 11,025 gn 10,464 i

Cepun n rn

Tryptophan 1,900 -2,100 g/l 1,986 g/l
Tpurrrodan t/n &n

Plienylalanine 11,675 - 12,905 i 12,219 g1
Destinananiy “n rin

Sodium 89:3 - 98, 7 mmol/ 95,1 mmol/f
Harpitt - U 131 -




) éertificate of Analysis.

Hoxosarekcaenosa

: Ceptudikar aHaJjizy
Brand name: Nutriflex® Omega spacial Page 50f6
Toprosa umga; Hyvpudunere Omern caeuinarumit
Material pumber; Batch numbes:
Hosep aarepiany 3635693 Howtep cepii 240678051
Characteristic Requirement Result
Xaparepuernrn Braory Peayavtar
Potassium . B93-98,7 mmolil 96,3 mmoln
- Kaniit MMONTB/ MMOANR
Caleium 10,10 - 11,10 meil "~ 10,7 hmold
Kot MMOIR/T auons/n
Magnesium 10,10 — 1,50 mmol/] 16,6 mmolnt
Marnijit MMORL/ft MMONB/T
Chloride 1140 ~ 126,0 mmols] 120,0 mmol/t
Xnopiy MMOne/1t MMOAL/T
Acclate 114,0 - 126,0 mnsol 12L,1 mmol/t
Auerar MMOR/T Maons/n
Citrale = 2,00 mmol/ L3 mmoli
Wyrpar MMonw/n MMOAL/NY
Glucose compartment
Kasepa rniagoun
Sodium 38,0 - 42,0 nunol/ 40.9 mmol/(
Harpii Mmaas/n Mat0s16/n
Zinc 0,076 - 0,084 mmolit 0,078 mmol/
Lmk MMonn/n sMOnL/n
Glucose 342,0-373,0 g/l 1579 ¢
Friokosa rn Yol
Dihydrogen phosphate 38,0 - 42,0 mmal/t 40,4 mmol/]
HOurinpedocdar .. MMonsin MA1OR/n
Citrate - < 2,00 Mytonp/n 1,72 mmolst
Lerpar - " Monsdn
Fat emutsion compartment
Kauepa snponot enynucit
Tatal triglycerides 190,0--210,0 g/l 2019 g
Jaraneuuii BMiCT TpUrRiUEpHin rin vin
Medium-chain triglycerides
Tpurniuepigs: CCPERMBOrY AaKiora
Caprylic 28-420% 27.1%
Kanpanops ’
Capric 9.5-26,3 % 226% .
- “Kanpiisosa T
Palmitic 34-61% QY
[Maneaong T B
Slearic 0%-28% 2.2%
Creapupona
Olcic 64-18,29% 9.6% )
Oneinona
Linolcic 18,1-247% 20.6%
Nisonean
Linolenic 1L9-509% 2.9%
Jinonenosa
N -Bicosspentacnoie  2,5.4.4 9 3%
Efixosanenraenosa T
Docosahesuenoic - 18- 33% A




Certificate of Analysis

Ceprudirar amajmisy

Brand name; Nutriflex® Ontega special Page Gofé
Topropa uaspa: Hyrpudaexe Onmera cnexiami i
Material number: Batch number:
HoMep mavepinpy 3635693 Hoatep cepit 240678051
Churacteristic Requirement Result
Xapanepnc'mxu BIIMOFH P ciynsrar
(3sn-phasphatidyl}-chofine B5S- 10,58 gi 9,74 gl
3501~ Hi)-xonin r/n rin
Lysophosphaﬁdyicholine (LPC) 20,800 g/) 0.452 At
. flizodocdaritninonin SR R £/
Giyeerol 23,8 ~263 o/l ) = X |
Tainepun rin rin
a-Togopherol 0,160 - 0,220 g 0.186 g/l
Antda-roxodepos rin v/n
B.Braun Mitsungen AG
Quality Cositiol
5.Bpayu Meskayurey AT
Kourpons Axecri
Dorthe Feuetsenger
Qopre Doepsenrep

Phereby cortify that the above information jg outhentic mid secyrate, This batch of prodict fgs been manifactured, ineluding
packaging fabelling and quality control at thy above-mentionad site in fufl compliance with the GMP requirements of the
Tocal Regulatory Authority and with the specifications it the Marketing Anthorisation of the finporting Country. The batch

processing, puckaging and anulysik records were roviowed s found 1o be in comipliance with GMP,

| L
Hior 4 NETRepRYie, yro Biletanenera fudopamiiy MRBRAENG § o, L ©epiz nposywuiT Gysa wnpadnens,
HKMOUD)oyLE THKYBUNA/ MapRyasitiog | KONTPOAL Akoerl, 1y BIRESABCHIN Binkang ¥ nosnill simnonimsoer; 0 Bistor
OMP uicuesoro PEIyaNTOpIiore oprany enermdrigsgn peccrpattithiol nmqmemnuli‘xpai‘m:—iumpmpa
Hpolnntrrso, akysRimAsapxysRirn T cepif Gymi fepeensinyvi | muzuoni TeRUMH, 10 BLANOR oL GMP -

B. Braun Meclsungen AG
B.Bpayu Menbsynren Al"
Date 2024-03.14
Hara
Qualificd Porsgn
Yrosuosawena ocofia
- K. Rieck,
***End of Centificatg*++ 7B, Breun Melsungen AG.
Kineus eEpridinary Hospitat Care
B ,B N Qualifies Person
© KPstra Reck
F=34212 Metsungen




