Lot number:

HOMep cepﬁ: 5J021 02
Chemische Fabrik Kreussler & Co. GmbH, Germany
kFEgEAEHLEAP Rheingaustrasse 87-93, D-65203 Wiesbaden, Germany

Certificate of Analysis
CEPTU®IKAT AHANI3Y.

Product: Aethoxysklerol 1% solution for Injections, 20 ing/2ml

1. ampoule 2 m| contains 20 nig of active stibstance Jatiromacrogol
400

MpoayKT: EToKcHeknepon 1%, posuviH gaa (' ekuiid, 20 mr/2ma.

1 amnyna 2 ma MicTUTb 20 Mr akTHBHOT peHOBUHY AgypomaKkporoay
400

Marketing authorization: NeUA/13387/01/02

PeecTpauiiiie nocsigueHHs: NeUA/13387/01/02

Container: 2 ml in ampoule, 5 ampoules In carton

YnaKkoska: no 2 MA 8 ammyi, Mo 5 amnys ¥ KapToHHIH
Kopobuj

Lot number: 5102102

Homep cepil: 5102102

Expiry date: 10-2028

Tepmid npupgaTHocTi: 10-2028

Manufacturer: Chemische Fabrik Kreussler & Ca. GmbH,
Rheingaustrasse 87-93 65203, Wiesbaden, Germany

Bupo6ruk: Kemiue dabpik Kpeyccnep & Ko.rmbX,
Pelrraywrpacce 87-93 65203 BicbageH, Himeuynna
Manufacturing license: DE_HE_01_MIA_2023_0055
Jiyensin Ha Bupob6HMLTBO: DE_HE_01_MIA_2023_0055

Productjon date; 02.10.2025
Hata supobhuyrsa: 02,10.2025
Lot size: 2112 packs

Po3amip cepiit 2112 ynakosok

Name of Test/ Hassa ' , )
HoKasHMKa Specliication/Cneundirauia Result/Pesysbtar

Description Clear solution from colorless to veryfaintly greenish- Conforms
yellow solution (visually)

onuc INposopuii posuiH sig, Bin GesbapsHoro 40 3/1erka Bignosigae
3eN1EHYBaTO-HOBTOTO KONLOPY (BlayanbHo)

Coloration ' Not more intensively than reference solution GY6 (EP Confarms
2.2,2 Method 1)

KonboposicTb He inteHcusHilue grazioHy.GY6 | Binnosinae
(€ 2.2.2 MeTop, 1§

Clarity Not more opalescentthan reference solution | Conforms.
(EP2.2.1) .

Mpo3soplcTb He nosWiHeH nepesuilyBaTh MyTHICTb eTanony 1 Bipnosipae

. : (€0224)

Extractable volume 2,0—2,3 ml (EP 2.8.17) 2,1 ml

06'em, 10 BUAOBYBAETLCA 2,0 2,3 mn (€D 2.9,17) 2,1mn

pH _ 6,5-8,0 . 7.5

Identification lauromacrogol Formation of the colored complex stained in green-blue | Canforms

400 color

(color reaction)

laeHTudlkania YTBOpeHHA KOLOPOBOTO Komnnekcy, nopapGosaHoro 8 | Bianosinae

nayponaxporony 400 3eeHO-CHHIY Konip

(konboposa peaKuin)
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Identification lauromacrogol The retenition time of the main peak in the Conforms
400 {HPLC) chromatograms of the sample solution and the stapdard
solution, réached during assay, must be the same (EP
2.2.29)
IpenTvdikauis Yac yrpiimysaHHs OCHOBHOJO Mika Ha Xpomarorpamax Bignosigae
naypomakporony 400 8urpo6oByBaHOro Ta CTaHAAPTHOTO PO34UHI8, OTPUMAHMX
(BEPX) B X0Al KinbkicHoro Bl3HayeHHn; mae 36iratuca (€9 2.2.29)
Assay lauromacrogol 400 i9,0—21,0 mg léuron;a;crogol 400/2 m! 19.9mg/2ml
(HPLC) (95,0% -105,0% from declared quantity){EP 2.2.29)
KinbkicHe su3aHayeHHA 19,0~21,0 mr naypomakporoay 400/2 mn 19,9 mr/ 2 mn
naypomarporosy 400 (BEPX) (95,0% -105,0% Bip 3an8/1eHol KinbKocTl) (€D 2.2,29)
Identification ethanol (GC) The: retention time of the main peak in the Conforms
chromatograms of the sample solution and the standard
solution, reached during assay, must be the same (EP
2.2.28)
laeHTvdikawia etationy (IX) Yac yTpyiMysaHHa OCHOBHOTO fiKa Ha xpomartorpamax | Bignosigae
8uUNpo60oBYBAHOTO Ta CTAHAAPTHOO PO34MHIB, OTPUMAHKX
B8 0} KinbKicHoTO BUaHaueHna, mae abiratica (EP 2.2.28) |
Assay ethanol {GC) 79,8—88,2 mg./2 ml (95,0% - 105,0% from declared 1825mg/2ml
quantity) (EP 2.2,28)
KinbkicHe Bu3HaueHHs eTaHony | 79,8— 88,2 mr etationy /2 mn (95,0% -105,0% sig, 82,5 mr/ 2 mi
(rx) 3ansneHol K_lﬁbkot':ri) (€4 2.2.28)
Formaldehyde (HPLC) Not more than 1 ppm (EP 2.2.29) 1<1ppm
bopmansgeris, (BEPX) He Binbiwe 1 ppm (€ 2.2.29) MeHuw 1 ppm
Particulate 1 Sub-visible |2 10 jim ~ndt more than 6000 per ampoule |3
contamination particles | 25 im — not more than 600 per ampoule 1
(EP 2.9.19 Method 1)
Visible : Practically free from particles Conforms
particles (EP 2.9,20)
MexaHiuHi Hesygumi | 2 10 mem — He 6Gisbe 6000/ B amnyai 3
AGMIWKA HaCTUHKN | > 25 mkm — te Ginbive 600/ 8 amnyni J1
(€® 2.9.19 meTox 1)
Bugimi MpakTUYHO BibHMI BiA YACTUHOK BiAnoéiAae
{uacturkn | (E® 2,9.20)
Sterility Product must be sterile (EP 2,6,1) | Sterile
CrepuibHicTl Npenapar nosuHen BYTH cTepUIbHUM (§d> ?.6,1) . Crepunbrit
Bacterial endotoxins Not more than25 EU /m] (EP 2.6,14) <4EU/ml
BaKTepuasibHi eHA0TOKCUHN He 6lablue 25 EU /mn (EP 2,6.14) MeHuw 4 EU / mA
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It is herewith certified thatall manufacturing steps (use and control of raw materlals, primary and secondary packaging
materials, labeling, production processes, in-process-and finishad product quality control) have been performed in
accordance With the approved technical documentation and the requirements of current EU Good Manufacturing Practice
(GMP), requirements of Regierungsprisidium Darmstadt, Staatliches Gewerbeaufsichtsamt Hannover and internal
standards of Chemisthé Fabrik Kreussler & Co. GmbH as well as that of the contracted manufacturing and laboratory
companies, Nor have occurred any aut.of specification analytical'and eyentual deviations have been investigated and
resolved.

JaHoto 3assoto npo ceprudikaliio niateepaRyeTbLs, U0 BCl @Tany BUpo6HUUTEA {(BUKOPUCETAHHA Ta KOHTPOJIb CUPOBUHY,
TEPBUHHIX Ta BTOPUHRUX NakyBasbHUX maTeplasnis, MapkyBaHHR, BUpoBHUYI npoliecy, KOHTPoAbL AKOCTI BUPOBHUL{TBE Ta
AKocTl roTosol npoAyKuil) BUKOHaHI BIANOBIAHO A0 CREANEHOT TEXHIYHOT AOKYMEHTALI Ta BUMOT NOTOYHNX npasua HanexHol
Bupo6HUuOT MpakTkki (GMP) EsponeiickKoro Cotosy, Bumoram Agmiicrpauii m, AapmitmasT, [lepsasHol Toprosol
lncnekuii raHroBepa T sryTRilKIX craHgapTls komnaHii Kemive ®abpik Kpeycenep-& Ko. TMEX, a Tako if napTHepis no
BMpoBHNLTBY. | nabopaTopHUX KomriaHiil. Y npateci supo6HULTBa Ae CrOCTepiranocs | He A03BONANOCA Byl - AKUX
MOM/IMBUX BiAXUAEHb Big 3aTBepAsfketitX meToals BUpo6HMIITEE | KOHTpOJIO.

The batch meets the requirements of the quality specification of the country — importer and is released.
Cepia signosinae sumoram creupdiralii kpaiuy - imnoprepd | sUnycKaeToCs 8 06ir,

»—lw Shetalache Faliell Kroussler « Co, Gmb+ b

B‘::: Mehgavstr. 67-03. D-65208 Wieshbad)z * . .
Brgtioh 120454 FRGTNEZ Wieshache Dr. Martin Fries

Head of Quality Conirol

Stamp / wremnens
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