JEPKABHA CJIYXBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMUA
Y JHIITPOIIETPOBCHKIN OBJIACTI

Muinpo, mn.CobopHa,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dls.dp@dls.gov.ua, Kog €APITIOY 37070665

BUCHOBOK
Npo AKICTH BBE3€HOr0 B YKPaiHy JIKapPChKOro 3acoly

25.02.2026 Ne 7648/26/04

ETOKCHUCKJIEPOJI 3 %/Aethoxysklerol 3 %

(HaliMeHyBaHHS JTIKapchKOTO 3aco0y 3TiJHO 3 peeCTpaLiiiiHUM IIOCB1THEHHSIM )
PO34HH A iH'e€knii, 60 Mr/2 mu, no 2 MJ1 B aMmnyJi; 00 S aMnyJ1 y NJ1aCTHKOBIH KOHTYPHIH
ynaxosui; no 1 ynakosui B KApTOHHiH KOpoOuwi

(dopma BuITyCKY, 103yBaHHS, BUA NaKyBaHH: JIikapchKOro 3acoby)

Homep peectpauiitnoro nocsimuenns UA/13387/01/03 crpox aii peectpauitinoro mocsixuenns 01.01.2099

Cepis nikapcekoro 3aco0y Ne 41.09103 KinbKicTh BBE3¢HOTO Jikapchkoro 3acofy 1760
Bupo6Huxk Kemiue ®abpik Kpeyccnep & Ko. I'm6X, Himeuunna
(HaltMeHyBaHHs BUPOGHHKa JIIKapChKoro 3acoly, KpaiHa IOXOMKEHHS )
BaeseHo B Ykpainy ToBapucrso 3 o6mMe:xkeHo0 BianosinaasHicTio "baJIM", ixenrt. koa:
31816235

(HaliMeHyBaHHs Ta Kof 3a €EJIPTIOY ropuau4Hoi 0co6u abo Npi3BHILE, iM', IT0 GaTEKOBI
¢i3ruHOi 0cOGH - MiATPUEMIL, 1i MicCIe NPOXUBAHHS Ta PeecTpaLiiHuUIt HoMep 00/TiKOBOI
KapTKH IVIaTHHKa [OJaTKiB aGo cepis Ta HoMep NacropTa)

Iporoxon Bisyaasnoro kourpomo six 17.02.2026 Ne 03-01/323/2.

3a pes3yabTaTaMH ACPMKABHOTO KOHTPOJIO BCTAHOBJICHO, IO JIKAPCBKMH 3aciO BBE3eHO B YKpaiHy 3
JAOTPHUMAHHSM BHMOT 3aKOHOJABCTBA MIOAO0 3a0€3NEUYECHHA SKOCTI TiKAPCHKHUX 3aC00iB.

Hauanbuuk [deprxkaBHoi ciyx0u 3
JIIKapchKkHX 3ac00iB Ta KOHTPOJIIO 3a
P . P " S A. [paran
HapKOTHKaMH y JIHINMPONETPOBChKii
obnacri

(mocajioBa ocoba opraHy Jep:KaBHOTO KOHTPOJIIO)
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Lot number;
Romep cep.  T-09103

It Is herewith certified that all manufacturing steps (use and control of raw materials, primary and secondary packaging
materials, labeling, production processes, in-process and finlshed product quality control) have been performed in
accordance with the approved technical documentatlon and the requirements of current EU Good Manufacturing Practice
{GMP}, requirements of Regierungspriisidium Darmstadt, Staatliches Gewerbeaufsichtsamt Hannover and internal
standards of Chemische Fabrik Kreussler & Co. GrnbH as well as that of the cantracted manufacturing and laboratory
companies. Nor have occurred any out of specification analytical and eventual deviations have been Investigated and
resolved.

Danco 33R80K NPo cepTMdIKaUiic NiATESPAMYETECA, 1D B eTany BUPOBHHLTBA (BUKOPUCTAHHA T3 KOHTPO/L CHPOBUHK,
NEPEMHHUX Ta BTOPMHHMX NAKYBAALHMX MATERIANIB, MADKYBHHA, BUPOGHHUI NPOLECH, KOHTPOAL AKOCTI BMPOBHWLTEE Ta
RKocTi rotoBal npogyKuil} BuROHaHI BLANOBIAHD A0 CXBaAEHON TEXHIMHOT AOKYMEHTAUTT T2 BMMOT BOTOUHMK Npaskn HasemHol
BupoGHUuoT Npaktism {GMP) Espaneiicenore Cowosy, Bumoram Agminictpaull m. Japmwrant, AepwasHoi Toproeoi
increxuii FanHoBepa | BRYTPIUMIX CTaHABPTIR KomnaHil Kemive Gabpik Kpeyccaep & Ko. MmbBX, 2 Takom I naprHepia no
BMPOGHALTEY | NaBOPaTOPHIX HOMNAHIN, ¥ npoueci aupoBHMLTEZ He cnocTepiranock | He aossonsnocA Byap - Akux
MONUTHEBMX BiXKASHE BEA 3ATREPANKEHNX METOAIB SNPOOHMLTRES | KOHTDOMO.

The batch meets the requirements of the quality specification of the country — importer and is released.
Cepln sianosinae Bumoram cneundirauii kpatni - IMnopTepa  BRRyCkaeTben B 06ir.

70. JAK. 2026 pinischi-Eabrik-Kre : i
s S ‘spingaust. 87-63, D-65203 Wiesbgden b :;5
Date nitnch 12 04 54, D-65082 Wiesbgden
fara P o617z 710, Fax0811 /92 71h1 Dr. Martin Fries

Head of Quality Control
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Lot number:
Howep cepr. 4109103

identification lauromacrogol The retention time of the main peak In the Conforms
400 (HPLC} chromatograms of the sample solution and the standard
selution, reached during assay, must be the same {EP
2.2.29)
laenmndikauin Yat yTpUMYBaHHA OCHOBHOFO NIKA Ha XPOMBTOrpamax | Biznosigae
naypomakporony 400 BUNPOSOBYBIHOTO Ta CTAHAIPTHOMD PORYMHIB, OTPUMAHHK
{BEPX) 8 %04 KlaeicHoro BUBHAYEHHA, MaE abiratuea (€D 2.2.29)
Assay lauromacrogol 400 57,0~63,0 mg lauromacrogol 400/2 ml 60,5mg /2 ml
{HPLC} {95,0% - 105,0% from declared quantity{EP 2.2.29)
KinbKkicHe BUIHBYEHHA 57,0-63,0 mr saypomanporony 400/2 ma 60,5 mr f 2 mn
naypomarporony 400 (BEPX) {95,0% -105,0% i sananeHol kinokocti} {EP 2.2.29)
Identification ethanol {GC}) The retention time of the main peak in the Conforms
chromatograms of the sample solution and the standard
salution, reached during assay, must be the same (EP
2.2.28)
laenTudikadin eTanony {MX) Yac yTpumyBaHHA OCHOBHOM NiKa Ha XpoMaTorpamax Bigrosigae
BUNPRBOBYBIHON TA CTAHAANTHOID POsUHIB, OTPMMaHHX
B oAl KinuKicHOro BM3HaYeHHA, Mae 36iratuer (Ed 2.2.28)
Assay ethanol [GC) 79,8 - 88,2 mg /2 ml (95,0% - 105,0% from declared 83,3mg/2ml
quantity) (EP 2.2.28)
KinbKliche BMaHaveHHA eTanony | 79,8 ~ 88,2 mr eTaHony /2 ma (95,0% -1035,0% sin, 83,3 mr/Zmn
{rx) sanBneHol KiabkocH) (€ 2.2,28)
Formaldehyde {HPLC) Not more than 3 ppm (EP 2.2.28} 1 ppm
dopmanuaerlg (BEPX} He Ginbwe 3 ppm (ED 2.2.29} 1ppm
Particulate Sub-visible {2 10 um —not more than 5000 per ampoule 17
contamination particles |5 25 um — not more than 600 per ampoute 1
{EF 2.9.19 Method 1)
Vistble Practically free from particles Conforms
particles (EP 2.9.20)
MexaHiuHi Heeugumi | 2 10 mkm — ne inswe 6000/ 8 amnyaj” o W 1O/ %
Bomituxm HACTHHKM | 5 25 mpw — He Binbiwe 600/ B amn y Bt \}} }_
{Ed 2.9.19 meTog 1) o/ 3ouNAE (TIB ,\
Buauml MpakTiHO EiNbHMit Big YacTHH ‘_ IB\[@ lnae
qacTuHKM | {ED 2.9.20) “5 L M =8
51 .
Sterility ' Product must be sterile {EP 2.6. \ - A e
d/ s /
CrepuaLHIcTE Mpenapat noBUHEH BYTH Crepuab M §,1! 2 \ \\ f WABHWIA
Bacterial enddtoxins Not more than 75 EU /mi (EP 2.6.14) "‘ 5 \;\ e SEU /m!
EakTepHanbHi EHAOTOKCAHK He 6labwe 75 EU /mn {€D 2.6.14) MeHw 9 EU / mn
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Lot number: 4109103

Homep tepil:
Chemistche Fabrik Kreussler & Co. GmbH, Germany
’“' Eg!_isﬂﬁp Rheingaustrasse 87-93, D-65203 Wiesbaden, Germany

Certificate of Analysis
CEPTU®IKAT AHANIZY

Product: Aethoxysklerol 3% solution far injections, 50 mig/2m)
1 ampoule 2 ml contalns 60 mg of active substance lauromacrogol

400

NpoaykT: ETaxcuckaepon 3%, poauvn pas IW exulid, 60 mr/2mn
1 amnyna 2 ma micTiTe 80 Mr 2HTHBHOT PEYCSHHW NAYPOMAKPAroY

400
Marketing authorization: NeUA/13387/01/03
PeecTpauiitHe nocelguennn: NellAS13387/01/03

Manufacturer: Chemische Fabrik Kreussler & Co. GmbH,

Rheingaustrasse 87-93 65203, Wileshaden, Germany
BupofiHuk: Kemive dabpir Kpeycenep & Ka.rmoX,
Peinrayistpacce 87-93 65203 BicbageH, HimeuumHa
Manufacturing license: DE_HE_01_MiA_2023_0055
Niuensia Ha aupoGHugTeo: DE_HE_01 MIA_2023_0055

Container: 2 mf in ampoule, 5 ampoules in carton

VNaKosKa: No 2 M & aMimyal, no 5 amnyn ¥ KapTOHHIH
KopaBuj

Lot number: 4.09103

Homep cepli: 4109103

Expiry date: 11-2027

Tepmid npugatHoctl: 11-2027

Production date: 09.12.2024
Jfara supobrmuyrsa: 09.12.2024
Lot size; 1760 packs

Poamip cepli: 1760 ynaxoBOK

NameiolTestl. Aidea Specification/Creuwdixauia Result/Pesynsrar
NOHASHUKE

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

Onuc Mposopwii po3unmM Big sig Geabapeqoro go anerka . Bignoeigae
321eHYBATO-HOBTON KOALOPY (BigyANnbHO)

Coloration Not more intensively than reference solutlon GY6 {EP Conforms

' 2,2,2 Method 1)

Koawoposicrs Me iHTeHcusHilLe eTancHy GYE Bignosigae
{Ed 2.2.2 Meron 1}

Clarity Not more opalescent than reference solution | Conforms
(EP 2.2.1)

NiposopicTe He nopuHeH nepesmllyeaT MyTHICTs ETanoHy 1 Bignosinae
{Ed 2.2.1} _

Extractable volume - 2,0~23 ml (EP 2.9.17} 2,imt

O6'em, wo supobysaeTsca 2,0-2,3ma (€D 2.0.17) 2,1mn

pH 6,5-8,0 75

Identification fauromacrogol - Formation of the colored complex stalned in green-blus

400 color s

{color reaction)

IpewTHikalia YTBOPEHHA KOABLOPOBOTD KOMMNABKCY, ND

haypomakporony 400 3eneHD-cHHINA koalp

{konbopoBa peakyin)

oy
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