[Tepexan Ha yKpaiHCHKY MOBY

(%)

I'epeon Puxrep

CEPTU®IKAT BIANNOBIAHOCTI

Hazpa nponykuii:

CTYT'EPOH

Jlikapchbka ¢opma:

TabJIeTKU

Cuna nif: 25 Mr LIMHapU3UHY

Po3Mip i TUTT YIAKOBKH: 25 Tabnerok B Gricrepi, 2 6nicrepu B KapTOHHIH ynakoBwi
Homep cepii: T47133A

Jlata BUIOTOBJIGHHS: 07 2024

TepMin MpUIATHOCTI: 07 2029

Kpaina-imMrnoprep: YkpaiHa

Homep peecTpalifHOro NocBigueHHs: UA/7385/01/01

BracHuk peccTpaliiHOro MOCBIAYEHHS

BAT «[eneon Pixtep»

Apnpeca: H-1103, Bynanewrr, Byi. Jempel, 19-21, Yropuuta
Poamip cepil: 11 466 ym.
Homep cepii Ganky: T47133

BupobHuua ATBHUALA:

BAT «[eneoH Pixrep»

Anpeca:

H-1103, Byganeuwr, Bys. Jdempei, 19-21, Yropuuta

Homep niuensii Ha BUpOOHHMLTBO:

HU-M-RICH

Homep ceprudixara GMP:

OGYE1/20786-7/2022

JinbHulls naKyBaHHs:

BAT «I'epeoH Pixrep»

Anpeca:

H-1103, Bynanewr, Byn. Jempei, 19-21, ¥ ropuinta

Howmep JiLien3ii Ha BUPOOHHLITBO: HU-M-RICH
Homep ceptudikata GMP: OGYEI/20786-7/2022
JlinbHuus 3 BUMYCKY: BAT «I"eneon Pixrep»

Aunpeca:

H-1103, Bynanewr, Byn. [empei, 19-21, Yropuunta

Homep Jtinensii Ha BUPOOHUUTBO:

HU-M-RICH

Homep ceprudikata GMP:

OGYEI/20786-7/2022

LM 3acBidyio, L0 HaBeneHa Bulle iHdopmaLis cripaBxHs i Touna, La cepis mponykry Gyna
BUTOTOBJIEHA, BKIOUAIOUN YIAKOBKY/MAPKyBaHHS Ta KOHTPOMb AKOCTi, Ha 3a3HaUeHIH(-1X) BuLLe
BUpOGHUUii(-1x) ninsHui(-kax) y nosiit sinnosianocti no sumor GMP €sponeiicbkoro Coto3y Ta
criennikanii, cxpanenux B kpaiti-imnoprepi. [potokonu BUpOGHHLTBA, YNAKOBKY Ta ananisis Oynu
neperNiAHyTi | BCTaHOBJIEH] BianoBiaHo 1o cranaapris GMP

PesysibraTh ananizis:

| Ceprudikar Ananizy (CA)

Bunyumeno:
Im’si: JI-p Hemer Artina Mocana: Y nosnosaxena ocoba | Jara sumycky cepii: 09.09.2024
<Frpnuc> JlaTa Bunycky cepTudikara:

07.10.2024

Lleit mokyMeHT GyJi0 3TeHepOoBaHoO B 3aKpHTiit Baninosaniii cucreMi ta 3aBIPEHO ENIeKTPOHHUM MMIAMKICOM
srigo COlliB Ieneon PixTep 11010 eNEKTPOHHOTO MIAMHCY.

Crop. 1/3

onosuuit odic: H-1103 Budapest, Gyomrdi it 19-21., Yropumua -
Teneon: +36 1431 4000 -

BAT «I'edeon Pixmep»

Mowrosa anpeca: H-1475 Budapest 10., P1.27., Yropumna
www. gedeonrichter.com

3ayBaKeHHs i KOMEHTapi 1o LboMY CepTH(ikaTy HarpassTH: certificate_complaint@richter.hu




Ilepexnaa na ykpainchbKy MoBY

I'eneon Puxrep

CEPTU®DIKAT AHAJII3Y
Hasga nponykuit: CTYI'EPOH
Jlixapcbka dopma: TabneTkH
Cuna gif: 25 MT UMHapU3UHY
Homep cepil: T47133A
Hata Burorosnenus: 07 2024
Tepmin npupatHocTi: 072029
TECTH BUMOI'U PE3YJIbTAT
Onuec bini abo maiixe 6ini, nnacki, auckononibHi TabaeTKH 3 Bianosinae
ackoro, npaxTH4HO 6€3 3anaxy, 3 rpaBitoBaHHAM
«STUGERON» 3 opHoro 60Ky i pHCKOIO 3 IHLUOTO.
Crupanns He Ginbwe 1,0% 0,2%
CriiikicTs 1o
PO31aBNIOBAHHA
MiHIMyM He menwe 10 N 52N
InenTndikauin Yacu yTpuMyBaHHA ITikiB [Ai1040T pE1OBUHM Ha
Hitoua peyosuna XpoMaTorpamMax BUIPoOyBaHOrO i CTAHAAPTHOrO PO3UMHIB
NOBHMHHI BIMOBIAATH NpH ineHTHUHUX yMoBax BEPX. BIAMOBinae
Y ®-crniextp BUNpoOYBAHOro i CTAHAAPTHOTO PO3UMHIB
Hitoua pevosuna EKCMOHYIOTh MAKCUMYMH 33 OJHHUX | THX CAMHX JOBXKMHAX BIIOBIAAE
XBHJIb.
Cropounui pomiukn
Anbda-denin He 6Ginbiue 0,2% 0,06%
3-denin He 6inbiue 0,2% <0,02%
Hudenin He Ginbiue 0,2% 0,07%
Beusrinpun He 6iabiue 0,2% <0,05%
Bbynb-sikuii HeBigoMuil He 6inbie 0,2% <0,05%
TNIPOIYKT PO3KJIafaHHs
Cyma gomiwox BEPX He 6Ginbue 1,0% 0,13%

Mikpo6ionoriyna
YUCTOTA

3aranbHa KinbKicTb
aepoOHUX
MiKpooprauismis
(TAMC):
3aranbHa KinbKicTh
rpubis (TYMC):
Escherichia coli;

He Ginbwe 1000 KYO/r

He 6inblue 100 KYO/r
BincyTHicTs Escherichia colip I r

nepioau4Huii
TecT
nepiofnuHuii
TecT
nepioAnYHMI
TECT

BmicT aitouoi peuoBunn

23,75 — 26,25 mr/tabn.

24,776 mr/rabn.

Hiroua peuosuna (Y P) 95,0 — 105,0% 99,0%
Crop. 2/3
BAT «I'eoeon Pixmepy
Tonosunii odic: H-1103 Budapest, Gyomréi at 19-21., Yropumua « Towrosa ajpeca: H-1475 Budapest [0., P{.27., Yropiuuna

3ayBancenns | komenTapi 1o UbOMy cepTH(ikaTy Hanpasnstu: certificate_complaint@richter.hu

Teneon: +36 1431 4000 -  www.gedeonrichter.com




[epexnan Ha yKpaiHCbKY MOBY

(%)

Ieneon Puxrep

CEPTU®IKAT AHAJII3Y
Haszga nponykuii: CTYI'EPOH
Jlixapcbka dopma: TabIeTku
Cuna gii: 25 Mr UMHapH3UHY
Homep cepil: T47133A
JlaTta BUTOTOBJIEHHS: 07 2024
TepMiH NpuAATHOCTI: 07 2029
TECTH BUMOTI'H PE3YJbBTAT
Posnaganus He 6inblue 15 xs. 3 xB.
Pozunnenus ne menuie 80% (Q) nitouoi pedoBHHM nepioAnvHMi TecT

po3unHseTbes 38 45 XBUIIMH

OnpHopigHicTh 1030BAHHX
OIM HH IIb-OIH OPiZHICTL BMicTY
(OB)

[Npuitnstre 3uavenHs (AV) <L | (n = 10) a6o
[TpuiinsTthe suauends (AV) <L1 (n=30), i 8
weoMy Brmaaky MiniMmym > (1 - L2x 0,01) M,
makcumym < (1 +L2 x0,01) M

ne L1=15,0;12=25,0

29

Slkicre npoaykTy Bignosinae cneundgikanii:

5-00082-0Q1-00-01

3aTBepaIKEHO:
ImM’si; I-p Hemer Atrina [Mocapa: Y noBHoBaXkeHa ocoda Jara Bunycky
<mignuc> cepii: 09.09.2024

[Hara Bunycky
cepTHdikaTa:
07.10.2024

Lleit nokyMeHT GyNo 3reHepOBaHO B 3aKpHUTIil BasliioBaHill cHcTeMi Ta 3aBIPEHO ETEKTPOHHUM MIANHCOM
srigno COTTiB 'egeon PixTep o0 efieKTpOHHOTO Nianucy.

Crop. 3/3

Tonosuwit oic; H-1103 Budapest, Gyomréi ut 19-21., Yropuwa -
Tenedou: +36 1431 4000 - www.gedeonrichter.com

BAT «I'edeon Pixmep»

TTourtona anpeca: H-1475 Budapest 10., P£.27., Yropuina

3ayBasccHHs | KOMEHTapi M0 ULoMy cepridikary sanpasasti: certificate_complaint@richter.hu







CERTIFICATE OF COMPLIANCE

Name of the product: Stugeron

Dosage form: tablet

Strength/potency: Cinnarizine 25 myg

Package size and type: 25 tablets in a blister; 2 blisters in a cardboard box.
Batch number: T47133A

Manufacturing date: 07 2024

Expiry date: 07 2029

Importing country: Ukraine

Marketing authorization number: UA/T385/01/01

Name of the MAI: Gedeon Richter Ple.

Address: Gyomroi Ut 19-21, Budapest X, 1103, Hungary
Quantity released: 11,466 Box(es)

Bulk batch number: T47133

Manufacturing site: Gedeon Richter Ple.

Address: Gyomroi Ut 19-21, Budapest X, 1103, Hungary
Authorisation number: HU-M-RICH

Certificate of GMP comphance: OGYE20786-7/2022

Packaging site: Gedeon Richter Ple.

Address: Gyonwot Ut 19-21, Budapest X, 1103, Hungary
Authorisation number; HU-M-RICH

Certificate of GMP compliance: OGYEIR20786-7/2022

Release site: Gedeon Richter Ple.

Address: Gyomroi Ut 19-21, Budapest X, 1103, Hungary
Authorisation number: HU-M-RICH

Certificate of GMP compliance: OGYEN20786-7/2022

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/ labelling and quality control at the above-mentioned site(s) in full
compliance with the ¢GMP requirements of the European Union and with the specifications in the Marketing
Authorisation of the imvporting country. The batch processing, packaging and analysis records have been
reviewed and found to be in compliance with GMP,

Results of analysis: | CoA

Released by:

Name: Dr. Attila Németh Position: Qualified Person Date of release:
N T A Dr. Atiila Németh 09.09.2024

Date of issue:
07.10.2024

Ouoliffed person

This document has been generated in closed, validated system, and has been electronically signed according
to Gedeon Richter's electronic signature SOPs.

Page | of 3

Or

Headquazters: H- 103 Budapest, Gyémed] ut 19. 21, M Busdapest 0P 27, Flungary * Phoner =36 | 431 4600

Noutiotion of connments on this ce pAcate con be sent torcectificate_comploint@richteriu




GEproN Ricurer

CERTIFICATE OF ANALYSIS

Name of the product: Stugeron
Dosage form: tablet
Strength/potency: Cinnarizine 25 mg
Batch number: T47133A
Manufacturing date: 07 2024
Expiry date: 07 2029
TESTS ACCEPTANCE CRITERIA RESULTS
Characters
White or almost white, practically conforms
odourless, flat, disc-shaped, cut-edged
tablets, with a breakline on one side and
“STUGERON” inseribed on the other.
Friability
nmi. 1.0 % 0.2%
Resistance to erushing
minimum nit. 10N 82N
identification
Active substance The retention times of the peaks of the identical
active substance in the chromatograms of
the test and reference solutions
correspond
under identical HPLC conditions.
Active substance The UV spectra of the test and reference identical

solutions exhibit maxima at the same
wavelengths.

Related substances

Alphapheny! nmt. 0.2 % 0.06 %
3-phenyl nmt. 4.2 % <0.02 %
Diphenyl nmt. 0.2 % 0.07 %
Benzhydryl nmt. 0.2 % < 0.05 %

Any unknown degradation product

nmt. 0.2 %

<0.05%

Total impurities HPLC

nmt. 1.0 %

0.13%

Microbiological purity

Total acrobic microbial count
(TAMC)

nmt. 1000 cfu/g

periodic test

Total combined yeasts and moulds
count (TYMC)

nmt. 100 cfuig

periodic test

Escherichia coli

Absence of Escherichiacoliin ] g

periodic test

Active substance content

Active substance content UV

23.75 - 26.25 mgitbl

24.76 mg/tbl

95.0-105.0%

99.0 %

Page 2 of 3

Headquarters: - 1103 Budapest, Gydmrdi at 19- 21, Hung

v Pastalacldress: M-

wimwggdeonrichitercom

Notification of commpents on this certdicate v beosent 1 ceetificate_complaim@richierhu

360014314000

= Budapest JOPE 27, Hungary » Phosne: +3




CERTIFICATE OF ANALYSIS

Name of the product: Stugeron
Dosage form: tablet
Strength/potency: Cinnarizine 25 mg
Batch number: T47133A
Manufacturing date: 07 2024
Expiry date: 07 2029
TESTS ACCEPTANCE CRITERIA RESULTS
Disintegration
nmt, 15 min, 3 min.
Dissolution
Not less than 80% (Q) of the active periodic test

substance dissolves within 45 minutes.

Uniformity of dosage units -
content uniformity (CU)

Acceptance value (AVy=< 1.1 {(n=10)or | 2.9
Acceptance value (AV) =< L1 (n= 30)
and in this case

minimurn >= (1 - L2 x 0.01)M
maximuom =< (1 + 1.2 x 0.01)M

where L1 = [5.0, L2=25.0

The quality of the product conforms to the specification: 5-00082-Q1-00-01
Approved by:
Name: Dr. Attila Németh Position: Qualified Person Date of release:
{ o i et ais 09.09,2(‘?24
e A P e Date of issue:
” 07.10.2024

This document has been generated in closed, validated system, and has been electronically signed according
to Gedeon Richter's electronic signature SOPs.

wdapess 10 P27, Hungary « Phose: -36 1 431 4000
R i

Novifivation of connnents on s ce tfi

v be sent to: certificute_eomplaint@@richierJi







