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CERTIFICATE OF RELEASE AND GlMP
COMPLIANCE/
CEPTUGHKAT COOTBEPCTBUR GMP
BEINYIWEHHOM CEPHMA
Product: Coraxen®, solution for intravanaus and intramuscular injaction 1000 mg/4 ml in ampoules N25/ |
Mponykr: Lispexcon®, pacreop anm BHYTPHEQHHOMO BMYTRWMBILEYHOrO naanchia 1000 mMr/d Mo no 4 1w B
anrynax Ne§ ) _4
Code / Kogt; 1201421

Bateh f Cepua: FOO3R2

Manulacturing date / [lata npouasogcrea: 02/01/2020 Delivery / Haknaanas: 5000022430
Explry date / Cpox rogHocm: 02/01/2023 Amount / Paamep cepuu: 17174,000 UN
Release date/ [lata exinycxa: 21/02/2020

CERTIFICATION STATEMENT / 3AHBJIEHVE O CE PTUDUKALINU:

I horeby certify that tha above Infarmation is authentic and aceurate. This batch of product has been manufactured,
including packagingilabeling and quality cantral at tha shove mentionoad sHa(s) in full compliance with the GMP
raquiremonts of the local Regulatary Authority and with the specification in tha Marketing Authorization of the
Importing country or product spacification fila for Investigational Medical Protucts. The hatch procassing,
packeging and analysls records wers roviewed and found to be compllance with GMP. /

3TUM NOATBEPRAAIO, YTO BLILUEYXATAHHER MHOPMALWR ABNRETCA JOCTOBEPHON W TAWHOM, Nawnan cepra npoqyxtu
NPausaesicHa (BRNIONER YnekorKy/Mapuporky) M nposageH konTpone el kavecTan Ha YE2IALHOM YHECTKR R NONKHEM
coorsaTcTeMy € Tpebonamusn GMP, yoTanoBnaHHbING MECTHEIM PEryNATORHBLIM OPrENGcH, & T2I0Ka B COOTEOTETEUN €O
CrsUrDHRAUMER, COABEKALISATH B P2rUcTRAUMONHOM ADCkE CTRAHBI-EMNADTEPA Uny B Jocha cnauwdbrkauuil ka npenapat
ANR UCCNEAYAMATD NEXAPCTICHHOM CPEACTRA, MPOTOXONLI NECAIB0ACTRS, YHAKED W W E4AMIIA Bring NEPACMOTPEHS i
YCTAHORIEKD CoaTEETCTAKE GMP,

Raloese notes / Mpumevsiva x ARINYCKY:

Qualﬂ ed Pergon/

Ynon-oudyennde nuya -~
F. Javier )

S oA
21 masb38

%
300487684 1 sch ragresion/ Piint daté: 8.22020 1522 | %
o] Pl s, 3

;/ Fagu‘i 8F 1/Crpaniugm 1 wad ot
Ve




E’T f& ET@ r Femue Infomaclonal §.A,

Joan Buscalh 1.9

06173 3ant Cuga! el Velids

Barezdens - Espafia / Spaln
Certificate of analysis /

Cepruthusar aHanuwsa

Product: Ceraxon®, salution for Intravenous and intramuseular injection 1000 mg/4 mi in ampoulss Naj /
Mpogyxkr: Liepakcon®, PacTROR ANA BHYTPUBEHHOTG BHYTRAMBRLEMHOTO BBeReiva 1000 Mr/d Mnno 4 Mn & amnynax
Ne5

Code / Koz 1301421 Baich / Cepun. PO03R2 J
Amount / Pasmep cepuw:  17174,000 UN Manufaciuring date / [ata npawasogerea;  02/01/2020 |
Dellvery / Haxnanman: 0000032430 Expiry date / Cpox roptocty: 02/01/2023

Semi-finished batch /

Capus Hepacgaconaumore npoaykTa: 2044407 PCO3R2 ‘ _ J
Comgonants | Noxesareny Reault/ Peaypetay ulrements / Cnauu

Appsarance / PASS | Coomeertreyer Clear colorless liquld. /

Onucanna Npospaunen SacieeTvas suigrocTs,
Extractablo volume { 43 NLT 4.8 ml. / He maxze 4,0 mn.
Hannexaemuidl aStom

pH (3] 65=~7.1

Particulata matter /
Mexanmnicoxue pxnovetivs

Sub-visibles particiss / 89 = particles = 10 pym ~ NMT 6000/ampoula,
Hesuaumee vactuyn 4 - particles = 25 pm = NMT €00/ampaoule. /
= HacTHiL peIMERCM = 10 mru —~ ke Ganes

sen EC00/amnyna;
= HALTHU peamepon = 25 mom — ke Bones uey

600/avnyra,
Visible parlicles / PASS | Coarectsreynr Visible particlos should ba absent, /
Bupuuele yacTuus Bieaiusie YACTULN [ADMKHL! DTCYTCTE0EATS,
Idantification (HPLC) / PASS ! Cooreercayer The ratention time of the maln paok In the
Haevrucburauun (BOXX) chromatogram of the test solution should

correspand to that of citicoline sodium
slandard solution. / Epaus Yaspxueakns Ha
¥PCMBTATDOMME OGHORKOTO NUKA VCBITYEMOMD
P2CTAORA ACNXHC COOTEOTCTRORATS BPEMEHY
YABDHUBANNA CCHOBMOMD Nitka CTAKAAPTHOro
PacTBOLa UUTUKONKHE HETOHA,

Anatysls date / Qara apama: 21,02 2020 Specritcation / Cneundnusyms: EMMW"CER#J(ON 1000 MG INY RU(SECl(glnNer:ZI'}
Lap T
Etatus / Cratye APPROVED/ 1301421 CERAXON 1000M3 RUSIA(ganiver:1/)

CQuality Contral/
m'l{mnwm Kale! , e
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Cerlificate of analysis /

Cepruhux=T asanuia

Product: Ceraxon@, solution for Intravenous and inframuscular injection 1000 mg/d ml In empoulas Na5/
Mpoayky: Liepaxcou®, pacTaop ANA BHYTPHEEHHOMC BHYTPUMBILICUHOra Beeaet s 1000 mr/d mano 4 un e amnynax
Ne5

Code / i{oa: 1301421 Batch / Cepusrp003R2 _J
Amount [ Paamep cepmd: 17174,000 UN Manufacturing date / Jata npoussonerea:  02/01/2020
Delivery / Haknagras: 0000032430 Expiry date / Cpox ropqocta;  02/01/2023

Sami-finished batch /

Cepus WapacthacopaxHora npoaysTa: 2044407 PRO3R2 _ N

BOOLETO 1

Compensnts / Moxz2atens Result { PeayneTsr Reguiraments [ Cosuvdusaips
Assay/ 100.8 95.0 = 103.0 % of citicolina sodlum label
Konuvecraensae cnpepanasua clalm: from 250,0 to 1050,0 mg/4 ml./ 95,0~

108,0 % er 2258reHHOr0 conepaanng
UATHKONWHA HaTees: or 850,0 20 1050,0 mr/a
n.

Raleted impurtios (HPLC) /
Pogereetnisie npumacy (BAMX)
UDP Cholina® f YOd-xoman* 0.44 <m0 %/<1,0%
LOCMP <0.05 <=02%/£0,2%
Any other Impurity / «0.05 <=010%/<0,10%
Twbes ppyran npusecy
Total Imputities / 0.44 <=20%/520%
Cymua nprnessi
Slarility / PASS  Cooteercrpyer The drug product should be starila. !
CrepneNocTh Mpenagar qanmen BaTh CTEPUNEHEM,
Bacterlal endotoxins / “5 NMT 87,5 EW/mI / ve Gonee 87,5 E3/Mmn
BakrepransHbie
AHAOTOKCUHEI

“UDP Chellne: UDPC {Uridine §'-diphosphals ¢holine)
*UDP Chofine: UOPC [Ypmann 5 -pudocbar xarun)

Quality Control / Koxrpons kavectsa

Marta Alsina

Analysis date [ [late svarmea:  21.02.2040 Speolfication / Cnagquemeatvn: 2044407 CERAXON 1000 MG INY RUSEC}{genhvor;2/1)
{ BAMMITTT

Status | Cranye APPROVED / 1301421 CERAXON 100CMG RUS A{gen/var: 1)
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