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PO AKICTL BBe3eHOro B Ykpainy sikapenkoro 3acofy
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MEJOTHUJITH

(Haﬂmenyaaﬂﬂx nikapcsKoro 3acofy 3riauo 3 peecrpauiiauM FIOCBiOYEHHIM),
PO3YHH [1st iH ek, 1000 Mr/4 mut; ;o 4 mur B amiryari; o 3 aMnysn B KoHTypHii
lxapynmmlk yrakosii; mo 1 Komypuiﬁ YapyHKoBil ynakosni B kaprouniil xopotui
(dopma BUIYCKY, ZO3YBAHAS, Bl NAKyBAHHA HiKapCI:KOI‘O sacoSy)

Homep peecTpanitinore noceizuenss UA/ 14716/01/01 crpox aif peectpauiiinoro nocpimaerss HeoOMexenuit
Cepis sixapepkoro sacoby Ne 2310321 KinsxicTe BBE3EHOTO HiKApCHKOTO 32C06y 22719

BupoSanx K.O. Pompapm Komnani C.P.J1., Pymynis
(naliMeryauss BupoBHAKA TikapCHKOTo 38c00Y, Kpaina IOXOIKEHHs)

Bae3ero B Vxpaluy Tosapucrso 3 o6MexeHor0 Binnonmanbmmo "BJIIYC <I>APMA"
inenr. xon: 43821180
(nalimenysauus ta kog sa CAPIIOY }opuzmqlm ocebu abo pisBiie, iM'a, o GaThikoni

(isnuxtol ocobu - miznpuemus, i micue TpOXHBARHA Ta peecTpanitiiuit Homep obikosot
KaPTKH NaTHAKA NojaTkia abo cepi ta HoMep nacnopra)

TpoTokon sisyanbHoro Kourposmo sig 23.01.2024 Ne 151/4.

3a pesyanaTaMH ACPKABHOTO  KOHTPOJIO  BCTAHOBIEHO, WO nikapchkuh  3aci6 BBE3eHO. B VipaiHy 3
AOTpl/lMaHHﬂ BUMOL 11couonascma Liiono 3abe3reuennn akocti nucapcmrx sacoﬁm

Muxona XOJIOJJEHKO

(imiuiaum Ta npissiinie)
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Product name:

Hazea npodyxmy:
Pharmaceutical form;
contaifer type and size:
Jixapevra gopma,

Mun I pOIMIp YRaKoeKU:

Strength / potency:

Cuna 91t / axmugnicms:
Certificate of registration;
Cepmugbivam peecmpayii:

Batch No.:
Ne-cepiy:
Batch size:
Posmip cepii:

Manufactured by
8.C. Rompharm Company S.R.L.
Location; Str. Eroilor Nr. 1A, Otopeni, 075100, Iifov, Romania
License: IF
Bipobneno
K.O, Pombaps Komnani CPJL

Micuesnaxomrenns: M. Oronens, syn, Epoinop N¢ TA, 075100, oxpyr Inos, Pymynis

Jivensis: 1F
CERTIFICATE OF QUALITY No. 2310321
CEPTHDIKAT AKOCTI Ne 2310321

MEDOTILIN
MEJOTHIIH

selution for injection, 1000 mg/4 ml, 4 mi of the solution in a glass
ampoule; 3 ampoules in-a blister; 1 blister with a package leaflet

enclosed in a cardboard box.

posuun Ons in'eryiii, 1000 me/d ma, no 4 Mn po3uuny ¢ cRaAHii
ammnyni; 3 amnynu y onicmepl; 1 KoHmypra YapyHKoea yRaKoeKa pasom
3 IHCMPYRYIEI0 ONA MeQUUIL020 3GCIIOCYSAHNA 6 KRAPMONIi Kopooyl

Choline alfoscerate (as hydrate) 1000 mg

Xoniny anvhocyepamy (v gopmi eidpamy) 1000 m2

UA/14716/01/01
2310321

22 784 packages/yharosor

Date of manufacture: 05.2023
Hama eupobrnuymsa:
Shelf Tife: 05.2027
Tepmin npuoamnocii do:
TEST LIMIT RESULT
Hoxasuuxu axoemi Hopmyaars Pesynvmam
Deéscription Clear, colorless or pale yellow solution. Conforms
Onuc IIposopuit Gesbapsruil abo BaiO0-2CoBN020 KONBOPY Bidnosioae
POSUUH
Clarity | Clear solution (the opalescence intensity doesn't exceed | Conforms
IIposopicne that of the reference suspension ) Bidnogidac
IIposopuii  posuun  (immencugniciie onanecifenyii  we.
nepesuwye onarecyeHyiio emanonnol cycnensii )
Color value Colorless or pale yellow solution (the intensity of the | Conforms
Cmyniny 3a6apenenns color doesn't exceed that of the reference solution 'Ys). Bionogidae
Fesbapenuii abo bnido-oicosmuti posuur (inmencusuicmy
BaBAPEREHHT He NEpeuIyye Sabapenerts emaIONHO20
‘ posyuny ¥s)
pH 5.0-7.0 6.8
Extractable volume > 4.0 ml/amp. 4.2 ml/amp.
Bunisizyganuii 06'em > 4.0 ma/amn. 4,2 mu/amn.
Particulate matter Absent Absent
Mexaniuiii ekniouensin Bidcymui Bidcymni

- visible particles:
- GUOUME yaCHinie:

2 10 pm: <6000 particles/ampoule
2 10 aiov; <6000 wacmor/amn.

111 particles/amp.
111 nacmor/amn.

- sub-visible particles: 225 um: £ 600 particles/ampoule 36 particles/amp.
- HesuUOUME HacmiKy, 223 myom: < 600 yacmor/amm. 36 wacmor/amn.
Identification The principal peak retention time in the chromatogram of | Conforms
Loenmugpivayis

the sample solution should conform to the xetenﬁx’}:ﬁfc’\%oezbae‘
2

of choline alfoscerate peak in the chromatogramc,o@ﬂw@
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Tel: +4 (021).350 46 40; 300 77-80; 300 77 81 \\_\ 5.C. Rompharm Company SR.L. - Romaniz, Nov, 75100 Otopent, St Erailor, Nr. 1A,
| Fax: +4'(021) 3504641, Esmail: offica@rompharm.o >, CUI RO 14399646, RC: J231132112004.
standard solution,

Yac ympumysants. OCHOGHOZO nixy na xpojwam[ozpami
BuUNpobY8aH0Z0  DOSUUHY — MAE gionosidamu  yacy
ympUMpeanHs.  mixy  XOniny anwhocyepdmmy  HO
XPOMAMOSPEME CIMAHOAPIIHO20 POSHURY

Assay of choline
alfoscerate 950.0-1050.0 mg/amp. 1023.1 mg/amp.
KinvricHe gusHaueHts 950,0-1050,0 mz/amn 1023, 1 ma/amn

xoniny anethocyepgry

Related substances
Cynpogioni domiutxu :
- glycerol: <02% 0.01 %
- eniyepon:
- choline: <02% Not detected
- XORIH: He gusaneno
- impurity 2: <02% 0.02 %

- QoMIRa 2;
- any unidentified <02 % 0.04.%
Impurity:

- GyOwp=axa
Heidenmughirosana
domimiKa:

- total impurities: £0.5% 0.07 %
- eymMa QOMILLOR!

Bacterial endotoxins

Baxrepianshi
SHAOTOKCHHH
- cholinie-alfoscerate: <035 EU/mg <0.35 EU/mg
- xoniny anegocyepam: <0,35 OE/Mr <(0.35 OF/me
- 4 m] of the solution for

injection: L350 EU <350 EU
- 4} po3UUHY Ons

in'exyiii: <350 OE ' <350 OFE
Sterility The solution should be sterile. Conforms
CmepuneHicmp Pozuur mae 6Ymy CepuibHuM Bionoegidae

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is
marnvfactured (packaging/labelling included) under the quality control on the abovementioned manufacturing
site in full conformity with the GI%P requirements, established by the regulatory agency of Romania as. well as
with the specification and control methods of the analytic-riormative documentation, %Stemd in Ukraine. The
protocols of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

Luni s 30C6i0uYI0; 140 hepepuxosana Guue ingpopmayis. € QOCTHOBIPHOKW | MOUHOIO. I[n cepin npodyxyii byna
6UZOMOBNEHA. (SKIIOHAIONU NAKYGaHNS. / MapKy&CIHHﬂ} 3 NPOGEOCHHAM KOHIMPOMO AKOCHIL HA GUIeSKA3aHIU
SupobHuYill OitbHuYl 6 NOGHIT sionogionocmi 3 eumozamu GMP, scmuro6ReHUMY PecynAINOPHUM OPZatoMm Pymynii,
@ mawooic’y 6i0n0eionocmi 3i cneyugikayicio i memodamu xonmponio sxocmi (MKA), sapeecmposanumi 6 KpATH.

Ipomoxony 6upobuuymea, Ynarkosxu ma ananizie Gynu nepeznsHyi ma 6Cmanoslieo i nosionicme GMP.

Surnanie and position of person, approving batch release to market Head quality control department:
Logofetu Raluca
Tlpiseusije ma nocada / 36anHs 0cobu, AKA sudana Qo36in Ha eunyck cepii  3a6, 6GI0OLIOM KORMPOIIO AKOCMI:
PN L Jozogemy Ponpeg R 8

Signaturéaml date, stamp .
Hidnuc wa damid HIdRUCAHHS, neuaniig /wmamn . 25.07.2023




