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B/ BRAUN

B.Braun Melsu;ngcn AS,

Corl-Braun-Strasse 2
SHARING EXPERTISE s4z1z Genminny
Certificate of Analysis
Ceprudirar aganizy
Brand name : NMutriflex® Lipid peri importing eouniries:  Ukraine
Toproea pazea; Hyrpadnere Jdinia nepi Kpatim-iMooprep: Yrpaiua
Materiad number : 3635689 Batch number : 241323051
Homep Mazepiany Homep cepii
Manufacturing DE_HE_01_MIA_2622 0043 Produet Licence No:  UA/13247/01/01
authorizatton No: Homep
Howep niuensit na peectpauiiiasoce
BHPOOHIITRE: ROSBIITIEHHA
Strength / potency : - Manufacturing date :  2024-03-26
Coum / armresicTs Hata supobuinitea
Package size and 3-chamber bags 1250 mi x 5 Expiry date ; 02.2026
type : Minm Tpixaviepri 1250 max 5 TepMint upnaatrocTi:
Tum i poavip
YRAKOBKI
Dosage form : Emulsion for infusion Release Date: 2024-04-26
POpMa BIIYCKY Evynbcia gas imbysits Haora enmyesy
Manufacturing B.Braun Melsungen AG, Product licence B.Broun Melsungen AG,
site Carl-Braun-Strasse [/Am holder : Carl-Brana-Strasse i,
Bupodunx: Sewerzelshof 1(batch contral), Bracumg 34212 Melsungen, Germany
34212 Melsungen, Germany peecTpauifitors B.Bpayus Mearsyuren AT, Kapn-
B.Bpayn Menssynren AT, Kapn- RocRigMETmA: Bpaywu-Tiirpacee |,
Bpayn-lliTpacee 1/Am 34212 Memsayrren, Hiveamina
lilpepuensaro 1(rorripons cepii),
34212 Menezynren, Hisermmna
Specification : FS8-176.E Released quaniity ; 1 680 ¢chamber bags
Cricuuhiranis Bunymenn winskicrs: 1 630 minwie Tpukamepmax
GMP certificate DE_HE_01_GMP_2622 0060 Released quantity 336
No: {packs): 336
N copriniraty Bumyinena xinskicrs
GMP: {¥maRosoK)
Characteristic Requirement Result
XapaxTepucTiikis Buyiory Pesynartar
General and special characteristics
JorankHi | cicuianeuk XapakTEPNCTIRK
Extractable volume not less than the nominal volume of the eontainer  complies
O6%ent, 1o BUTATACTEER nie Memite HOMitmNEHOro 06" ey KouTeliapa BiRnoBiNAe
Appearanee of solution
Omte pozamny
Amino acids compartment clear colourless up 1o fintly straw-colowred complies
solution, free from particles
Kavepa aminokucnot nipozopnit posunn, Big 6e36npatoro oo Grino- eiznoeinae
CONOM AHOTO KONhODY, 563 BISIAIIX HaCTOR
Glucose compartment clear ealourless up to faintly siraw-coloured complies
solution, fiee from particles
Kayepa ratokosy Apo2opuil po3TiH, Bif GezGapeore no Gnigo- sinmoriane
; CONONM'AHOTD KOMLOPY, 22 BUAMMIX #1CTOR__
Fat emulsions comparfment white, milky oil-in-water emulsio e es

Kamepa :uporoT emynscii

oftia
NIOK

Gina MonoRONONIGHA eMYALCIA
&oni»

yi)150  biatopinae
VMEHTIB Y




B | BR AUN B.Braun Melsungen AG,
Carl-Braun-Strasse 1
SHARING EXPERTISE 34212 Germany
Certificate of Analysis
Ceprudixar ananizy

Brand pame: Nutriflex® Lipid peri Page 2of6

‘Toproea nazea: Hytpwbaere Jinig aepi

Material miml_aer: 3635689 Batch numl_z_er: 241328051

Honep marepiamy Heoxep eepin

Characteristic Requirement Result

XapaxrepucTKn Bosmom Pesynerar

Mentity the identity of the individuat ingredients is given complies
by each specific assay
CrpaemnicTs Ann IMDBIAYIEHOre KOMROHEHTR

Cnpas:xnicTs Brazau: B poanini «Kisexicue rimasenum s BignoBigae
KOAHOTD KOMADHEHTR.

Purity tests

Teem aneToTs

Amino acids compartment

Kawepa amiuoxucnor

pit 50-7.0 5.7

Degree of colouration of solution not more intensely colored than reference solution complies
BY7

Crynine aaGapenena poamny He Ginpw firrescHnnG TaGapRIcHUA, nik BiiTIOBIRAE
pedepenTonii pomm BY?

Clarity and degree of opalessence £3NTU complies

iipozopicT i cTynins onanecuenuii 23 HOM mignorinze

Subvisible pastieles

Particle test according te Ph.Eur.

Large volume parenterals 2 10 um = 25 particles/ml complics

{> 100 m1 per container) =25 <3 particles/ml complies

Cybennmvi yactitHim

Tect Ha wacTHREN riane Ph.Eur, 2 10 mron £ 25 vagTor/va Bimmorigae

Ana Bfe poaHiE BeANKOro OB’ eMy 2 25 mrM < 3 wacTor/un Binnoeinae

{KouTeiinepy >160 ymn}

Filling volume 101-105% 102,6 %

O6%em nanosrenns

Glucose compartment

Kamepa rmowoan

pH 2.5-35 3.3

Degrec of colouration of solution not more intensely colored than seference solution  complics
BY7

Crynins saGapanchis pozmmy ue inTenciBRiwe 0Gapeacwi, Hik einmorigee
pedepermmuail posum BY7

Clarity and degree of opalescence S3INTU complies

[Tposopicts i cryniue onanecucsmii <3 HOM sianoeizae

3-hydrohymethylfurfural (5-HMF) AZB4<0.25

S-rimporenveTnndypthypan (S-
HMF)

TOKY MEHTIB \v

~5
i R\
] A\

.




B | BR AU N B.Braun Melsangen AG,
Cark-Braum-Strasse 1
SHARING EXPERTISE 34232 Germany
Certificate of Analysis
CepTndixat aganizy
Brand name: Mutriflex® Lipid peri Page 3of6
Toprosa Haspa: Hyrpndaexe Jinin nepi
;\:atenal numl_:er. 3635689 Batch numl-a_er: 241328051
aMep MaTepiamy Homep cepii
Characteristic Requirement Result
XopaxTepueriikn Bustorn PeaynstaT
Subvisible patticles
Particle test aecording to Ph.Eur,
Large volume parenterals = 10 pst = 25 particles/m) complies
{> 100 ml per container) > 25 pv =3 particles/mi complics
CyGanaumi 92CTHNEN
Teet na yacTnsks srifvo Ph.Eur. 2 19 MEM < 25 uacTor/MA eignceiaae
1nA s/p pozaMRIE BERNKOTD 06'EMY > 25 Mem < 3 nacTorivn pigmceinae
(kouTedincpy > 100 M)
Filling volume i01-105% 102,7%
Q& em FANDRHEHAA
Fat emulsion compartment
Kamepa :KipoBol emynseil
pH 7.5-8.3 7.9
Microscopic assessment droplels < 1 pm not less than 99 %. complies
not more than 5 droplets > 210
10 pm per individunl field
no dreplets > 10 ym
Mikpockoninga oK FpRnedn < | pne m1e menine Hisk 99 %; sinnorinae
#e Ginewte 5 wpanenb > 2 6o < 10 pm
1A inanpiRyansHoMy noni;
pineyTai kpanai > 10 ps
Peroxide value <19 <03
Hepoxkenane Mieno
Acid value <19 <0,2
KycroTae yueno
Free fosty acids <3 mmolfl 2 mmoli
Bineeti KUPHI KICHOTH MMORB/A Mmons/n
Mean particle diameter{PCS}
Cepeaniil giaverp wactiok (PCS) 180-326 nim/imv 239 nm/am
Filling volume 101-105% 102,0 %
O6'eM manoRHEHAR
Mixture of the solution of the three
compartments
Cymim po3wisie 3 TPEOX Kavep
Bacterial endotoxins not more than 2.0 W/ml
Baxtepiankii CHICTOKOMN e Ginswe 2.0 MO/vn
Osmofality 905-995 mOsmol'kg
OeMonansHicTs mOcevone/kr




B.Braun Melsungen AG,

B/ BRAUN

Carl-Braun-Strasse 1
SHARING EXPERTISE 4212 Benmany
Certificate of Analysis
Cepradikat amaqizy
Brand name: Nuntriflex® Lipid peri Page dof6

Toprosa nazea: Hyrpmbnere Jdinin nepi

Material mam!_aer: 3635689 Batch numl.:“er: 241322051

Hoyep marepiany Houmep eepii

Charaeteristic Requirement Result
_Xapaxrepnernr Bmyors Pezynabrar

Sterility st bo sterile complies

Sterility test according te Ph.Eur.

Crepunsnicts AOEBHCH GYTI1 STEPIITRHIM sigRoBinac

Tect na cTepunshicts 3iguo Ph.Eur.

pH 5.0-6.0 55

Subvisible particles = 10 pw £ 12 particles/ml complies

Paxticle test according to Ph.Eur. 2 25 um <2 particles/mt sigmosinac

Large volume parenterals

(> 100 mi per container) 2 10 vkt £ 12 wactor/Ma complies

CyOsnami YacTHHKD 2 25 mry < 2 wmeTor/Mi pinnoeinae

Teet ua nacmuinsis ariguo Ph.Eur.

2AA i pesantis senuroro ob'emy

{rouTeiinepn =100 sn)

Assay

Kinnricute simaneran

Amino acids compartment

Kaxepa ariuorichoT

[soleucine 4,446-4914 gi 4,620 g/l

Ioneiiuen v/n r/n

Leucine 5,947-6,573 ghl 6,193 g/l

Jletinun t/n i

Lysine hydrochloride 5,396-5,964 g1 5,624 g/l

Nizuny rigpoxnopni v/

Methionine 3,724 -4,116 g/l

Meriouin t/n

Threonine 3,458-3,322 01

Tpeonin rin

Valine 4,94 0-5,460 g/l

Bania t/n

Arginine 5.130-5.670 g/l

Aprinin r/n

Histidine 2.378-2628 g/l

Tictiann /s

Alanine 9.215-10.185 g/l

Arayin r/a

Glycine 3.135-3.465 24

Faimem o/n

Aspartic acid 2.850-3.150 g/l

Kienota acnaparinozn &in

Ghatamic acid 6300 -7.350 g/

Knesoma rayTaminosa sin

Proline 6.468-7.140 2

Hponin o/n

Serine 5.700-6.300 g/

Cepim t/a

Tryptophan 1.083-1.197 g/l

Tpunrodian /n




B l BR AUN B.Braun Melsungen AG,
Carl-Braun-Strasse 1
SHARING EXPERTISE AL Garpny
Certificate of Analysis
Ceptudirar agaaisy
Brand name: Nutriflex® Lipid peri Page 5of6
Toprosa pazea: HyTtpidaexe Jlinin nepi
Materiat numt_:er: 3635689 Batch numller: 241328651
Homep mMatepiany Homep cepii
Characteristic Requirement Result
XapaxTepucTikl Basorn Pe2ynBTatT
Phenylalanine 6.669-7.371 gl 6,958 g/l
deninananin n /n
Pyroglutamie acid <0369 21 0.188 g/l
HipormyTaminosa KHCHITa t/n Vi ]
Sum glutamic acid with
pyroglutamic acid 6,650 -7,350 gfl 6.961 g/1
CyMa CAYTaMinonoi KienoT! pazoM s ©/n t/n
RipORTYTaMiHOBGIO KHETIGTOO
Acetate 76.0 - 34.0 mmoll 79.7 mmolA
Anera sMOTB{R MMORE/n
Sodium 20.8-39.3 mmolA 85,0 mmol/l
Harpiii MMons/A MMORE/E
Potassium 57.0-63.0 mmol/l 60.1 mmoli
Kaniii MMOms/A sMons/i
Caleinm 5.70-6.30 mmolA 5.96 mmol/l
Kanwuiit nMonesin MModie/n
Magnesium 5.70-6.30 mmol/ 6.01 mmolAl
Maruiii MMORBAT MMonen
Chloride 91.4-191.0 mmol/l 96,4 mmol/l
Xnopun Mnons/n MMOnE/R
Citrate < 2,00 mmel/l 1,69 mmolfl
Lwrpar MMorbfa RIMOTb/R
Glucose compartment
Kamepa rmoKozn
Sodium 14.3-15.8 mmol/l 14.9 mmol/
Harpiit MMOmR/ MMONE/R
Zine 0.057-0.063 mmolAi 0,059 mmol/l
Liag MMOMe/i MMONE R
Glucose 152.0-168.0 g/l 1597 il
I'mokoza ol rin
Dihydrogen phosphate i4.3- 15.3 mmol/l 15,2 mmolfl
Huriapodocdar MMoRe/i MMORB
Citrate < 2,00 mmol/l 1,77 mmolAl
Hrpar MatOnL/ Mmonasn

Fat emulsion compartment
Kamepa muposai eMynseil
Medium-chain triglycerides
Tpuraiuepliay cepeRHLOTO aHLIora
Seya-bean oil

Onig coean
(3sn-phosphatidyl)-choline
(3sn-Gocammun)-xonin
Glycerol

Tniuepin
Lysophosphatidyleholine
HizothochaTammxonia

95,0 1050 g/
r/n

95,0 -105,0 g/l
r/n

8.55- 18,58 g/l
r/n

23,2-263 g/l
n

0,800 g/l o/

"Ba nM

e — 2 i
~JI5,
g N

JIOKY MEHTIB \g

101.9¢

1,420
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B BR AUN B.Braan Melsungen AG,
Cari-Braun-Strasse 1

SHARING EXPERTISE 3212 Cerorany
Brand name; Nutriflex® Lipid peri Page 6of6
Toprosa mazea: Hyrpnsaerc JTinig nepi
Material number: 3635689 Batch number: 241328051
Howmep mataplany Honiep cepif -
B.Braun Melsungen AG
Quality Central
5.6payn Menwsynren Al
Kowrrpom faocri
Doerthe Feversenger
ificatio! o]

I hereby certify that the nbove information is authentie and securate. This batch of protluet has beaen manufictured, inctuding packaging
Nabelling and quality control at the above-mentioned site in full compianee wilh the GMP requirements of the focal Regulatory Authority
and with the specifications in the Morkcting Authorisatien of the importing country. The batch processing, packaging s anolysis reconds
were teviewed and fovnd 16 be in compliance with GMP.

g
Lint 2 nitwmepmayio, o sigenancnena indopamia apamnmm | T, W ccpis mpoaysuil Gym AupoGneim, prmesnmon
AORYBRUR/MIDRYIHA § RONTPOIN ARUCT, 11 MTICKIHENEenill AV ¥ ToRMR DiER0BITOTT 10 nsror GMP Mizienoro gerynatopnare
opray § eneupdrixanidl peccTpaiininet oy Meirmuil Kpainn-iiopIepa.
Brpofimenmo, mkyminmiaprymanm . § tinis copil Gym ACPETAANYTI | BUTEaNI Takitsm, o RimorimnoTs GMP.

B. Braun Melsungen AG

B Vg G ot e AT

ospital Care
Qualified Person ¥nosuogarkeHa o )
BIBRAUN Dr. Helmut Linder %w

D-34212 Melsungen Dr. H. Linder, Qualificd Persen

Date / Jata 2024-04-30
***End of Certificate®*?
Kinewn ceprudisary
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