NEPKABHA CTVKEBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMM Y KHIBCBKIH OBJIACTI

npos. Ceitnnunoi Hai, 3, M.Kuin, 02099, ren/axc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €EAPTIOV 37078774

BUCHOBOK
npo sKicTs BrResenoro B Yipainy jikapeskoro 3acody

27.09.2024 Ne 47544/24/10

HYTPUOJEKC JITHLI ITEPT

(uaiiMenysanins stikapenkoro 3acoby arinno 3 peccTpaniiingm N0CBIMCHATM)
eMyabeis s indy3iii; no 1250 M y MilIKaxX NAACTHKOBHX TPHKAMEPIHX; no 1 mimxy
IJ2CTHKOBOMY TPHKAMCPIOMY Y 3aXHCHOMY MilIKY; N0 5 3aXHCHMX mimxis B Raprounii
xopobui

(PopMa BHNYyCRY, ACIYRANIS, BHI TIAKYBANHA Aikapeskoro 3acoby)
Homep peectparitinoro nocaizaenns UA/13247/01/01 crpox pii peectpaniiinoro nocsimsenns 01,01,2099
Cepis mikapeskoro 3acoby Ne 242838051 KinbKicTs BBe3enOro Jtikapckoro sacoby 335

Bupobuux B. Bpayn Mennayuren AT, Hiveyunna
(madimcitysanns sipubnika sikapeskoro aacoBy, kpaila HOXOIKENIIA)

Bscaeno B Yrpainy Tosapucrio 3 obmexenoio pianosinansuicrio "B.Bpayn Menikas
Ykpaina”, inenv. xon: 36798085
(nafimcnysanna Ta kol 38 €/IPTIOY sopunuunoi ocobit aGo npisemue, im'a, 10 Gatsxosi (hizyunol

ocoGH - niampHeMILA, 1 Micue upokHBaHHS T peecTpauiiinul noMep 06iiKOBOT KAPTRH NAATINIKA
NONATKIB 260 cepis Ta HOMEP NACNOpTa)

TpoTokox sizyansuoro xontposo sin 20.09.2024 Ne 2813/2.

3a  pesyAbTAaTAMM  JICPKABHOTO  KONUTPOMO  BCTANOBACHD, 11O nikapcrkuii  3acib  BBcacne B Ykpainy 3

JAOTPUMANNSAM BHMOr 3aKONOMBCTRE MO0 3abesncueg akocT Aikapebkux 3acobis,
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B.8Braun Melsungen AG,
Carl-Braun-Strasse 1

B/ BRAUN

SHARING EXPERTISE 34212 Germany
Certificate of Analysis
Ceprudikar anamiszy
Brand name Nutriflex® Lipid peri Importing countries: ~ Ukraine
Toprosa nassa: Hyrpuduexe Jlinin nepi Kpaina-iMnoprep: VYkpaina
Material number: 3635689 Batch number : 242838051
Homep marepiany Howmep cepii
Manufacturing DE_HE_01_MIA_2022_0043 Product Licence No:  UA/13247/01/01
authorization No: Homep
Houmep ninenaii na peecTpaniiitaoro
BHPOOHHIITBO: NOCRiAMEHHS
Strength / potency : - Manufacturing date : ~ 2024-07-10
Cuna / aKTHBHICTS Jara papoGnnirrsa
Package size and 3-chamber bags 1250 mlx 5 Expiry date : 06.2026
type : Mimku Tpuxamepni 1250-mMa x § Tepuin npHAATIOCTI:
Thn i posmip
YIAKOBKH
Dosage form : Emulsion for infusion Releasc Date: 2024-08-08
dopma BHITYCKY Emynsois s ingysiit arta BUNYCKY
Manufacturing B.Braun Melsungen AG, Product licence B.Braun Melsungen AG,
site Carl-Braun-Strasse 1/Am holder : Carl-Braun-Strasse 1,
Bupobunk: Scwerzelshof 1(batch control), Biacuuk 34212 Melsungen, Germany
34212 Melsungen, Germany peectpauiiinoro B.Bpays Menssynren AT, Kapi-
B.Bpayn Menwayiren AT, Kapn- NOCBIAMEHRA: Bpayn-lirpacce 1,
Epayn-LUrpacce 1/AM 34212 Meneaynren, Himeuunna
Ieepnenssrot 1{xonrpons cepil),
34212 Menbsyuren, Himegwinia
Specification : F5-176.E Released quantity : 1 675 chamber bags
Cnewndikauis Bunyuena Kinnxicts: 1 675 MituxiB TPHKAMEPHHX
GMP centificate DE_HE_01_GMP_2022_0060 Released quantity 335
No: (packs): 335
No ceprudirary BHunyiyena KinbKicTs
GMP; (Y11aKOBOK):
Characteristic Requirement Result
XapakTepUCTHKH Bumorn Peayavrar
General and special characteristics
3aransi i crciianeni XapakTCPUCTHKH
Extractable volume not less than the nominal volume of the container  complics
06’ eM, 11O BHTATAETHCA He McHIIE HoMiHanbHOro 06emy Konteiinepa BiANOBiAE
Appearance of solution
Onuc pozyuny
Amino acids compartment clear colourless up to faintly straw-coloured complies
solution, free from particles
Kamepa aMiHOKHCNOT npozopuit poswH, Bin Geadapanoro go Gnigo- Bignosinac
CONOM’SHOTO KONBOPY, be3 BHAUMHX YacTOK
Glucose compartment clear colourless up to faintly straw-coloured complies
solution, free from particles
Kamepa riioko3u nposopuit posunt, sin 6e3Gapsuoro fo Gnino- Bignosiae
CONOM OO KObopY, G¢3 BUAMMEX YACTOK
Fat emulsions compariment white, milky oil-in-water emulsion complies
Kamcpa snaposoi eamynncii Bina MonoKonoNiGHA CMYJICis THITY «ORis Y signosiznae
BOA»
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B.Braun Melsungen AG,
Carl-Braun-Strasse 1

SHARING EXPERTISE 34212 Germany
Certificate of Analysis
CepTudikaT anajisy
Brand name: Nutriflex® Lipid peri Page 20of6

Toprosa Ha3Ba: Hyrpudaexc Jinix nepi

Material numl'aerz 3635689 Batch numlz?r. 247838051

Homep MaTeplany Homep cepii

Characteristic Requirement Result

XapaxTepHcTHKHY Bumoru PesyneraTr

Identity the identity of the individual ingredients is given complies
by each specific assay
CripaBxHicTs JUTS iHIMBIAYANLHOTO KOMIIOHEHTA

CripaBxkHiCT BKasaHa B po3aiNi «Kinekicne BU3HAUCHHM) A Bifmobinae
KOKHOTO KOMIOHEHTA.

Purity tests

TecTH YHCTOTH

Amino acids compartment

Kamepa aMiHOKICAOT

pH 5.0-7.0 5.7

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

Cryninb 3a6apRIICHAS PO3HHUHY Hie inTeHcuBHime 3a6apBieHnlt, nbx pedepenTHnit  Bianosinac
posunn BY7

Clarity and degree of opalescence <3NTU complics

TlposopicTs i cTynins onanecuennii <3 HOM BinoBigAE

Subvisible particles

Particle test according to Ph.Eur.

Large volume parenterals > 10 pm <25 particles/ml complies

(> 100 m] per container) >25 pM <3 particles/ml complies

CyGBHANMI HACTHHKH

TecT Ha yacTHNKH Biansigo 1o €0 > 10 MxM £ 25 yacTHROK/MI BijmoBinae

V1 B/B po3umHiB BemKoro of'eMy 225 MKM < 3 4aCTHHOK/MI Binnosinae

(xonTeitnepn >100 Mn)

Filling volume 101-105% 102,4%

06’ eM HaTTOBHCHHA

Glucose compartment

Kamepa IIIOKO3H

pH 2.5-3.5 3.3

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

Crynius 3a6apsacaua po3unty ne inTescueHime 3a6aprieri, Hix sianopinee
petbepentinii posunn BY7

Clarity and degree of opalescence <3INTU complies

Tlpozopicts i crynine onanecuennii <3 HOM BianOBiNAE

5-hydrohymethylfurfural (5-HMF) A284<025 0.04

5-rinpoxcumeTHndypdypon (5-
HMF)




B.Braun Melsungen AG,

B|BRAUN

Carl-Braun-Strasse 1
SHARING EXPERTISE 212 Bermany
Certificate of Analysis
CepTndikxat ananisy
Brand name: Nutriflex® Lipid perl Page 3of6
Toprosa n1a3sa: Hytpndnexe Jinix nepi
Material number: 3635689 Batch num!.)“er: 242838051
Homep maTepiany Homep cepii
Characteristic Requirement Result
XapaKrepHeTHKH Bumory Pesyabrar
Subvisible particles
Particle test according to Ph.Eur.
Large volume parenterals > 10 pm < 25 particles/ml complies
(> 100 ml per container) =25 M < 3 particles/ml complies
CyGuuIMI YACTHHKH
TecT Ha BUINAYCHH] HACTHHOK > 10 Mxm < 25 vacTHOK/MA Biznosizae
pianoniaio Ao Epponeiicskoi > 25 mxm <3 wacTrHOK/MA pinoeinae
Qapmaxonel
1% B/B PO3UHHIB BeaIKoro o6’eMy
(xotesinepn >100 M)
Filling volume 101-105% 102,6 %
OB’ cM HATIOBHEHNA
Fat emulsion compartment
Kamepa snposoi emynseii :
pH 7.5-8.5 7.9
Microscopic assessment droplets €1 mnot less than 99 %. complics
not more than 5 droplets > 2 to :
10 pm per individual field i
1o droplets> 10-pm |
Mixpockonisma ouinka xpanens < 1 uM sie Meniic Hixk 99 %; sianoainae g
e Ginsme 5 xpanens > 2 10 < 10 pm
Ha {HAHBIRYANEHOMY DONI;
mifcyTHi kparm > 10 pm
Peroxide value <10 <0,3
Tlepoxenmie uncno
Acid value €10 <0,2
Kucenorse uHcno
Free fatty acids <3 mmol/l 2 mmol/l
Binnui xupHi KUCI0TH MMOITL/I MMOJIB/JI
Mean particle diameter(PCS)
Cepeaili piamerp yactunok (PCS) 180-320 nm/im 232 nm/um
Filling volume 101-105% 102,6 %
O6’cM HANIOBHCHHSA
Mixture of the solution of the three
compartments
Cywmiu posunnis i3 TpsOX KaMep
Bacterial endotoxins £2.01U/ml
Bakrepianbhi eRAOTOKCHIH <2.0 MO/mn

Osmolality
OcMONANLHICTD

905-995 mOsmol/kg
MOCMONLKT

i
;
i
i
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Carl-Braun-Strasse 1
SHARING EXPERTISE 34212 Germany
Certificate of Analysis
CepTndikat anajisy
Brand name: Nutriflex® Lipid peri Page 4 0f6
Toprosa naipa: Hyrpndaexe Jlinia nepi
i\:alerxal 11um1?er. 3635689 Batch numl?f:r: 242838051
oMep MaTepiaty Howmep cepil
Characteristic Requirement Result
XapakTCpHCTHKH Bunsory Pesynprar
Sterility must be sterile complics
Sterility test according to Ph.Eur:
Crepunsricts NIOBMHER GYTH CTEPUILHIM pifnosizae
Teer ua crepunsricts ariguo Ph.Eur, )
pH 5.0-6.0 5.5
Subvisible particles 2 10 pm < 12 particles/ml complics
Particle test according to Ph.Eur. > 25 um <2 particles/m] Bianosigae
Large volume parenterals
(> 100 m} per container) > 10 Mxm < 12 gacTHEOK/MA complies
Cy6B1mini HacTHIIRH > 25 MKM < 2 YaCTHHOR/MII Binnosigac
Tect Ha BU3HAYUCHHS YACTHHOK
BIATIOBIANO J10 eBpoONCiicKOl
dapmaxonel,
JU1A B/B POIUMILB BEHKOr0 06 eMy
(xoureiinepu >100 M)
Assay
KinnkicHe BH3HaYEHHS
Aminp acids compartment
Kamepa amMinokuenoT
Isoleucine 4,446-4,914 g/i 4,675 g/l
Isoneiitm r/n rin
Leucine 5,947-6,573 g/l 6,244 g/l
Jleittpn r/n r/n
Lysine hydrochloride 5,396-5,964 p/1 5,685 g/l
Jlisuny riapoxnopus r/n r/n
Methioning 3,724 -4,116 g/l 3,896 g1
Meriounin r/n r/n
Threonine 3,458-3,822 ¢/ 3,645g/1
Tpeonin r/n r/n
Valine 4,94 0-5,460 g/} 5,176 g1
Basnin r/n r/n
Arginine 5.130-5.670 g/l 5,392 g/1
Aprinig r/n T/n
Histidine 2.378-2.628 g/l 2,506 g/
TicTnmny /n /1
Alanine 9,215-10.185 g/! 9,711 g
Ananin r/n r/n
Glycine 3.135-3.465 ¢/l 3,302 g/l
Tniwm r/n r/n
Aspartic acid 2.850-3.150 g/l 2,966 g/l
Kucnora acnapariHosa r/n /n
Glutamic acid 6.300 -7.350 g/ 6,783
Kncnota raytaminona r/n r/n
Proline 6.460-7.140 g/1 6,850
Tponin /n rin
Serine 5.700-6.300 g/t 5,987 g/l
Cepun r/n /1
Tryptophan 1.083-1.197 g/ 1,136 g1l
Tpuirrotan r'n r/n




B ‘ BRAUN B.Braun Melsungen AG,
Carl-Braun-Strasse 1
SHARING EXPERTISE 34212 Germany
Certificate of Analysis
CepTuikar anauaisy
Brand name: Nutriflex® Lipid peri Page 50f6
Toprosa la3sa: Hyrpudaexc Jinig nepi
?;Iatenal numl.aer. 3635689 Batch numlzf:r. 242838051
Tomep MaTepiany Howmep cepii
Characteristic Requirement Result
XapaKTCpHCTHKN Bumorn Péaynsrar
Phenylalanine 6.669-7.371 g/l 7,016 g/l
Geninananin r/n /n
Pyroglutamic acid <0,369 g/l 0.202 ¢/
ITiporyramMiHOBa KHCIoTa /0 /%
Sum glutamic acid with
pyroglutamic acid 6,650 -7,350 g/l 7.012 g/
Cywma PIyTaMinoBol KUCIOTH pasoM 3 T/ r/n
NiporiyTamMiHOBOIO KHCIOTOIO
Acetate 76.0 - 84.0 mmol/l 80.5 mmol/
Aneram MMOIL/T1 MMOIIL/II
Sodium 80.8-89.3 mmol/l 85,9 mmol/l
Harpiit mMMone/n MMOML/Tt
Potassium §7.0-63.0 mmol/l 59.9 mmol/]
Kaniit MMOIB/ MMONL/T
Calcium 5.70-6.30 mmol/] 5.89 mmol/l
Kansniit MMons/n MMOIb/JT
Magnesium 5.70-6.30 mmol/l 5.96 mmol/l
Marsiit MMONB/N MMOITB/N
Chloride 91.4-101.0 mmol/l 95,5 mmol/l
Xxopuat MMONL/T MMOJIB/11
Citrate < 2,00 mmol/l 1,54 mmol/l
Hurpar MMONB/A MMOTIL/N
Glucose compariment
Kamepa riokosy
Sodium 14.3-15.8 mmol/] 15.0 mmol/]
Harpiit MMOIB/ MMOITB/TI
Zinc 0.057-0.063 mmol/1 0,060 mmol/}
Lnnx MMOnB/n MMONIL/TI
Glucose 152.0-168.0 g/1 158,0 g/t
T'moxko3a r/n r/n
Dihydrogen phosphate 14.3- 15.8 mmol/l 15,0 mmol/l
Hurinpodocdar MMOUIB/J1 MMONb/A
Citrate < 2,00 mmol/l 1,78 mmol/l
Lrrpar MMONB/I MMONTB/Jt
Fat emulsion compartment
Kamepa &rpooi eMyahcii
Medium-chain triglycerides 95,0~ 105,0 g/l 1015 g/l
Tpuriuepin CCPeAHbOT0 JAHLIOra /n r/n
Soya-bean oil 95,0-105,0 g/l 101,1 g

Onis coesa
(3sn-phosphatidyl)-choline
(3sn-ocdaTinin)-xonin
Glyeerol

Tninepus
Lysophosphatidylcholine
JizodochaTumuaxosnin

rin
8.55-10,58 g/l
r/n

23,8263 g/l
r/n

< 0,800 g/l /a1
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Brand name; Nutriflex® Lipid peri Page 60of6
Toprosa Hazsa: Hytpugaexc Jlinin nepi
Matenal numl?en 3635689 Batch numllcr: 242838051
Howep mareprany Homep cepii
B.Braun Melsungen AG
Quality Control
B.Bpays Menssynren AT’
Konrposs Skocri
Doerthe Feuersenger
ification stitel
Thereby certify that the above information is authentic and acctirate, This batch of product has been manufact d, including packaging

/abelting and quality control at the above-mentioned site in full compliance with the GMP requirements of the loca Regulatory Authority
and with the specifications in the Marketing Autliorisation of the importing country.The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP.
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Hum & nintsepamyio, uto sMuenaseaens ingopmauis npasinsa i towna, Us cepis npoayruii 6yss mupobuena, sKmouaMH
NAKYBHIA/MAOPKYBAINS | XOUTPONL SKOCTI, Na Snueaazuauenifi ginnu y nosuif sinnosimocti go susor GMP siciesoro perynsatopioro

oprany i bixauiit peecrpanifnoi aoxyscnrouil xpaini-iMnoprepa.

BipoGmiTEo, NaKyBaNR/MapKYBaRIER | 81tuiiy cepil Gy nepernanyTi i nysyani Takumy, mo siznosigaors GMP,
B. Braun Melsungen AG
B.Bpays Meansynren AT
Qualified Person

Vnosxosaxkena ocoba

Dr.H.Linder, Qualified Person
Dite / lata 2024-08-20

**%End of Certificate***
Kincus cepmudikary




