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Cepis nixapebkora saco6y Ne 2310311 Kinbkicrs BBE3CHOTO JIKAPCHKOTO 3acoby 22497
BupoGauk _K.O. Pomdapm Komnani C.PJL, Pymyuing
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[lpoTokoa sisyanbioro korrpono sin 20.11.2023 N 3566/13.
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Manufactured by
. S5C Rompharm Compiny S.R.L.
Lacation: Str. Eroilor Nr, 1A, Otopeni, 075100, Xfov, Romania
License: 1F
. Bupobmeno
K.O: Pompapm Kosvnani C.P.L

Micuesnaxomskennit: M. Otoricus; syn, Epoincp Na 1A 0751 00, okpyr Liiios, Pymynis

Product name;

Hasea npodyxmy.
Pharmaceutical form,
container type and size:
Jixapcera gopma,

mun: i posmip ynaxosxu:

Strength / potency:

Cuna 0ii / axmuenicmp.
Certificate of registration:
Cepmugbiram peccmpayir;
Batch No.:

Ne cepii;

Batch size:

Posmip cepii:

Date of manufacture:
Hama supobuuymea:
Shelf life: | __
Tepmin npudammocini oo:

Jligensia: 1F
CERTIFICATE OF QUALITY No. 2310311
CEPTH®IKAT AKOCTI Ne 2310311
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solution for injection, 1000 mg/4 ml, 4 ml of the solution in a glass

ampoule; 3 ampoules in a blister;
enclosed in a cardboard box.

1 blister with a package leaflet

DPo3vun-ona in'exyiii, 1000 mz/4 mn, no 4 MA POIULUNY 8 CRIAATH

aMRyay; 3 amnynu y Gnicmepi; 1 konmypna wapyuroea yn AKOBKA PAZOM
3 InCmpyRyico Ona mMeQuunoz0 3acmocysanus ¢ KapMOHNit

Choline alfoscerate (as hydrate) 1000 m g

Xouiny anepocyepamy (y opwi 2idpany) 1000 mz

UA/14716/01/01
2310311

22562 packages/ynaxosox
05.2023

Kopooui

TEST

| [Toxéisn UKU AROCT
Description |

Onue

_ Hopmysanns

Peayﬂbmam‘ B

Clear, 'ct':ﬂérl_efés of pale yellow solution.

ﬂp@éppuﬁ,ﬁesé’dpan Ut abo _&'iao-afcoemoao_ KONbOPY po3yun

Cbnform’
Bidnogidae

Clarity
| Hposopicine

| Clear solution (the opalescence intensity doesn't exceed that

|-of the reference suspension I) |
IIposopuii posvun  (inmencusnicme onanecyenyii. we |
| nepesungye onanecyenyiio emanounol cycnensii )

Color value
Cmynine sabapenesyis

JRosuuny ¥y

Conforms
Bionoeidae

| Colorless or pale yellow solution (the intensity of the color

doesn't exceed that of the reference solution Ys):

| Besbapenuii abo 6rido-ocosmu; posuun  ((umencusHicnms

-Sabapenenns ne  repeguupe sabapenenus  emanonnozo

Confonns
1. Bionosidae

" [5.07.0

{ Extractable volume
Bumsazysanuii o6'em

| = 4.0 mi/amp.
12 4.0 mntamn,

| 4-.-5-'-@mlfamp .

Particulate matter
Mexanivni exnouenns

- visible particles:
- BUOUMI Yacmicu;
| = sub-visible particles:

e HEE Ua Ml wac o
| AT

1229 M. S 600 yacmor/amn.

| Absent
| Biocymui |
| 2 10 pm: <6000 particles/ampoule

= 25 pm: £ 600 particles/ampoule
2 10 mrm: <6000 vacmor/aun.

Absent.
Bidcymui o
150 particles/amp.

11 particles/amp.
t 150 gactox/amn,
|41 vacmox/amn,

The principal peak retention ti_mé-in the'_ St
Sample solution should conform to e }

Conforms

of \ idnogidae
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| solution:.
Yac ympumysauns: ocHO8HOZO niKy wWa xpomamozpami
' mae
| ympumyearna nixy xoniny ansgocyepamy na xpomamozpami

6unpobyganozo  posuury

CMIAHOGDIMHNO20 DOSYURY

glonogioamu wacy

Assay of choline alfoscerate
Kinvxicne susnavenns xoniny

_anbocyepamy

950.0-1050.0 mg/amp.
950,0-1050,0 me/aen

1012.3 mg/amp.
1012,3 me/amn

Related substances

| Cynposioni- domiuxic

|{ - glycerol:

| - eniyepon:

| - choline:

~ XONIH.

- impurity 2:

- Jomiwxa 2:

- any unidentified imputity:
- 6yOb-axa neidenmugivoeana
domiuka:

- total impurities:

- CYyMa OOMIWoK:

<02%

<0:2%

| Not detected
| He susnéneno.
| Not detected
He. gusgneno
Not detected
He guwseneno
0.03%

0.03%

Bacterial endotoxins

BaxrepiansHi eHNOTOKCHHM

| = choline alfoscerate:

| =xoniny anehocyepam:

- 4 ml of the solution for
injection:

<0.35 EU/mg
<0,35 OE/Mr

<350 BU
<350 OE

- <0.35 EU/mg
<0.35 OFE/m2
<350 EU

=4 »n posyuny Ons in'exyill;
Sterility
Cmepunsuicms

| Posuun mae Eymu cmepunonun __

Conforms
Bionogidac

I do hereby certify that the abovementioned datq: are trustworthy and accurate, 'TlgiS' product batch is
manufactured (pac. 'agingﬂabellin -included) under the ?ﬁkﬁf y control on the abovementioned manuf acturing

site in full conformity. with the GMP requirements, estab

with the specification and control methods of the ar c-normative documentation
packaging and analysis are reviewed; conformity with the G.

protocols of manufacture,

b

3

of the analytic-norinative documentation, re

ished by the regulatory agency of Romania as well as

¢ vistered in Ukraine. The
{P is established.
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BULOMOBNEHA (srnrouaroyu narysanus: /' MAPK)GAHHS
GupobHUYiH dinernuyi ¢ noenii &
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a maxooic y 8ionogionocmi-si cneyudixayieio

IonoeioHocmi 3 sumMoeamu

3 sumozamu GMP, scmanoanenumy
1 memooamu konmponio sxocmi (MK

Y 3 NPOBEOCHRAM KOHMPOMO AKOCMI 1A GU4esKasanii

1), 3apecemposanumu 8 Ykpaiui.

Ilpomoxonu EUPOBHUYMBA, YHAKOBKY A GHENIZIE bynu nepeznarymi ma écmanceneno éionesionicms GMP.,

Surname and position of person, approving batch release to market

Signature and date, stanp

11idnuc ma oama nidnucanis, nevamra / wmamn

25.07.2023

Head quality control department:
Logofetu Raluca

Ipiseuue ma nocada / 3eannn ocobu, axa eudana 0o36in Ha sunyck cepil  3a. 8iG0inom KOHmMpPONIO stkocmi.
Hozopemy Pan



