CEPTU®UKAT AHATNU3A/

Gl®Pharma

G.L. Pharma GmbH - LANNACH

Schiossplatz 1

A-8502 Lannach, Austria
Telefon: 03136/82577-0

CERTIFICATE OF ANALYSIS

HaumeHosatne npenapata: Heitpoauknoeur, Kancynbl ¢ MOANMLNPOBaHHBIM BbICBOGOXAEHMEM

Fax: 03136/81563
e-mail: office.lannach@gl-pharma.at

Product name: Neurodiclovit modified-release capsules
Cepusa/Batch no.: K02388
[ara nponseopcreal 02.2025
Manufacturing date:
Hata ncreuenus cpoka 02.2027
roaHocTu/Expiry date;
Konuuectso tabnetok B 30
nakoske/Package size:
9116MpenapaT / Product eAPOAUKNOBIT, KaNCynbl C MOAU(PULMPOBAHHEIM BbicBOBOXKAEHVEM
Neurodiclovit modified-release capsules ‘
MHH/INN

AuknodeHak + NMPUAOKCHH + THamMuH + unaHokoDanamuu
Diclofenac + pyridoxine + thiamine + cyanocobalamin

CTpaHa — npoussoguTens / Country of
manufacturer

ﬁac‘rpua ! Austria

Homep perucTpaumoHHoro yaocTosepenna
/ Number of registration certificate

NC-002517 aata pervcTpauwm 29.11.2011 / Registration date 29.11.2011

flata nepepeructpaumu 04.12.2023 / Variation date 04.12.2023

HopmaTusHas gokymenTauus/ Mamenenns
/Normative Document/Variation number

MC-002517-041223,
Mam. Ne1 ot 29.03.2024
Var. #1 from 29.03.2024

lepxatent perucTpaunoHHOro
yAocTosepenws / Marketing Authorization
Holder

(OO0 Bayw Xenc / Bausch Health LLC

VimnopTep / Company Importer

00 «bayw PYMO» / Bausch RUMO LLC

[103MpoBKa/aKTMBHOCTL fvknodenak Hatpus 50 mr / Diclofenac sodium 50 mg
MupuaokcuHa rugpoxnopug 50 mr / Pyridoxine hydrochloride 50 mg
Strength/activity TWamuxa ruapoxnopua 50 mr/ Thiamine hydrochloride 50 mg

LivanokoGanamun 0,25 mr / Cyanocobalamin 0,25 mg

NlekapcreenHan dopma /Pharmaceutical
m

rancynu € MoAucLNpOBaHHLIM BrIcBObOXaeHUem / Modified-release capsules

Paamep 1 TMN ynakosxu / Volume and the
type of package

Mo 10 kancyn 8 An/An 6nucrep.

Mo 3 GnucTepa BMeCTe ¢ MHCTPYKUWed no NPUMEHEHWIO B KapTOHHOI nauke. /
IThere are 10 capsules in a AlfAl blister.
On 3 blisters together with the instruction on application in a cardboard pack.

Homep cepuu / Batch number

Pasmep cepwn / Batch volume

flata npoussoactea / Manufacturing date

lopen po / Expiry date

K02388

75.829
02.2025
02.2027
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Gl®Pharma

G.L. Pharma GmbH - LANNACH
Schlossplatz 1

A-8502 Lannach, Austria

Telefon: 03136/82577-0

Fax: 03136/81563

e-mail: office.lannach@gl-pharma.at

CEPTU®UKAT AHANUIA/
CERTIFICATE OF ANALYSIS

HaumenosaHWe npenapara: Heitpoauknosw, kancynbl ¢ MOAUDMLMPOBAHHBIM BLICBCBOXAEHUEM

Product name: Neurodiclovit modified-release capsules
Cepusa/Batch no.: K02388

Dara npouasoacTeal 02,2025

Manufacturing date:

[arta ucreueHun cpoka 02.2027

roaHocTu/Expiry date:

Konuuecteo Tabnerok s 30

ynakoeke/Package size:

Appearance Eard gelatin capsules No. 1,
(Visually) ody: light pinkish yeliow, opaque,
cap: pinkish brown, opague i
(Capsule content: mixture of white granulate (diclofenac ‘
sodium) and pink powder (thiamine hydrochloride, pyridoxine
hydrochloride, cyanocobalamin) r'
(CpeaHan macca kancyn u 245,0 mr+ 10 % 2542 mr
OAHOPOAHOCTE Macch! 18/20 - ne Gonee + 10 % CooTBeTCTBYET J
Eep. ®., PEASC wnn M'd PP 2/20 — He Gonee + 25 % CooTeeTcTRYET
Average capsule weight and uniformity of [245.0 mgt10% 254.2 mg ‘
mass 18/20 - not more than £ 10 % Corresponds
Ph. Eur., Ph. EAEU or SP RF 2/20 — not more than + 25 % Corresponds |
CpefHAA Macca coepUMoro kancynwn  |168,0 mr+ 10 % 178,8 mr ]
04 HOPOAHOCTL Macch! 18/20 — ve Bonee + 10 % CooTeeTrcrayeT
Esp. ®., ®EASC unu l'd P 2/20 — He Bonee + 20 % iCooTaeTcTayer
Average weight of capsule contents and  [168.0 mg+10% 178.8 mg
lunifermity of mass 18/20 — not more than 10 % ICorresponds |
Ph. Eur., Ph. EAEU or SP RF 2/20 ~ not more than + 20 % Corresponds J
|
OAHOPOAHOCTL €ANHNL 403MPOBAHNA: Mokasarens npuemnemocrm (AV) <15 % 5.8 I
vKknodeHak HaTpus ‘
Bp. @., PEA3C unu e Po
Eniformﬂy of dosage units: diclofenac
odium Acceptance value (AV) < 15% 5.8 .
Ph. Eur., Ph. EAEU or SP RF
Pacnagaemocts He Bonee 30 muH < 4 MWH.
Not more than 30 min < 4 min.

Eesp. ®., DEASC unu l'd Po

iDisintegration
Ph. Eur,, Ph. EAEU or SP RF

MoanuHHOCTE BIMX BpemeHa yaepueaHna OCHOBHBIX NUKOB Ha Xpomarorpammax | CooTeercTeyer [
[McnbITYEMbIX PACTBOPOB 40MKHLI COOTBETCTEOBATL BPEMEHAM |

YAEPKUBAHNA NUKOB AUKNOEHaKa HaTpuA, THaMKHa ‘

rMAPOXNOPUAA, NMPUACKCUHA MMADOXNOPUAE W

UnaHokobanamuHa Ha XpomaTorpammax COOTBETCTBYIOLLMX

CTAHAPTHLIX PACTBOPOB (cM. pasgen «KonuiecteeHHoe

onpeaeneHues). |

Identification HPLC The retention times of the main peaks on the chromatograms Corresponds

of the test solutions should correspond to the retention times of

diclofenac sodium, thiamine hydrochloride, pyridoxine ‘

hydrochloride and cyanocobalamin peaks on the
chromatograms of corresponding reference solutions (see |
"Assay") ‘

PoacTeenHbie npumech (BIXKX) Mpumeck A ~ He Gonee 0,2 % < RL
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GLl®Pharma

G.L. Pharma GmbH - LANNACH

Schiossplatz 1

A-8502 Lannach, Austria
Telefon: 03136/82577-0
Fax: 03136/81563

e-mail; office.lannach@gl-pharma.at
CEPTUDUKAT AHANUIA/
CERTIFICATE OF ANALYSIS

HaumeHoBaHue npenapara: HelipoauknosuT, kancynsi ¢ MOAUULNPOBAHHBIM BLICBOGOKASHWEM

Product name; Neurodiclovit modified-release capsules
Cepusa/Batch no.: K02388
Dara npouasopcrea/ 02.2025
Manufacturing date:
[ata ncrevyeHus cpoka 02.2027
rogHocTW/EXxpiry date:
Konuuecteo Tabnetok B 30
nakoeke/Package size:

Auvknodberak HaTpus He Gonee 10 % oT 3asABNEHHOrO KonuyecTEa yepes 120 muH B [1,0%

0,1 M pacTBOpe XnopucToBOA0POAHONR KUGNOTI 98 %
He menee 80% (Q = 75%) yepes 30 MUHYT OT 38ABNEHHOO
[ronuuecTea B thocchatHom BychepHom pacTsope pH 6,8
NMT 10% of label claim after 120 min in 0.1 M hydrochloric  11.0%
acid solution 98 %

Diclofenac sodium

INLT 80% (Q = 75)% after 30 min of label claim in phosphate
buffer solution pH 6.8

MukpoBuonoruueckan yncrora* ObLyee Konu4ecTso aapoBHLIX MUKPOOPraHM3MOB (TAMC): s |He Tectuposanocs
Esp. &., PEASC vnun I'd Po 10® KOE/rOBLiee KONMMECTBO NNecHeBbIX i APONOKEBLIX INot tested

Microbiological purity* rpnbos (TYMC):s 102 KOE/r |
Ph. Eur., Ph. EAEU or SP RF Escherichia coli otcytcteyer s 11

TAMC s 10° CFU/g .

TYMC: <102 CFU/g ‘

Escherichia coli absent in 1 g |
apkupoBka B cooteeTcTEMm ¢ HA,
abeling [In accordance with ND.

CooTeeTcTayer |
Corresponds

¢ "Ananus Ans ebinycka Ha MUKPOBUONOrUUECKYIO YACTOTY NPOBOAST HA Kaxpoil 10-i cepum UNK He pexe OAHOrO pasa B rog
COOTBETCTBEHHO.

s "Microbiological release testing is carried out for every 10th batch or at least once a year, respectively.

3aknioueHue o cooraercTeuu / Statement of compliance:

Hannasn cepun KD2388 coorseTcrayer TpeBoBaHuamM PerucTpauyroHHoro yaocTosepexun Ne [1C-002517 paTa peructpaumn 29.11.2011, aata
nepeperucrpauun 04.12.2023 u Hopmarveroi gokymenTauywn Ne NIC-002517 -041223, Wam. Net ot 29.03.2024/ This batch K02388 complies with

the requirements of Registration Certificate No 11C-002517 registration date 29.11.201 1, variation date 04.12.2023 and normative documentation Ne
NC-002517-041223, Var. #1 from 29.03.2024.

3aknioueHve o ceprudinkauun / Statement of certification

Mei noaTeEpXKaEEM, YTO BhILLEYKAa3aHHan WHCOPMAaLUA RBNRETCA AccToBepHo# 1 TouHoi. DTa cepus npenapara Bbina naroToBNEHa, BRAOYAA
ynakceKy v KOHTPONb ka4ecTsa, B NONHOM COOTBETCTEUM ¢ TpeGosaHuAmMU GMP MeCTHOro perynaTopHoro opraHa u B COOTBETCTBUK C
TpeboBaHUAMI permcTpaLMoHHOro yaocTosepenns. Ceenenns of obGpaboTke cepuit, ynakoeke 1 aHanuae Gbinu npoBepeHs u npu3sHaHsl
cootaeTcTaylowuMy GMP. /| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
Including packaging and quality control in full compliance with the GMP requirements of the local Regulatory Authority and with the

specifications in the Marketing Authorisation. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP,
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