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CERTIFICATE OF QUALITY / CEPTUDIKAT AKOCTI Ne 2848/2024/TA

Name of product/ Suprastin®, solution for injection, 20 mg/mi, 1 mlin ampoules Ne 5 (1x5}/
Hafimesysanng npenapaty: Cynpactus®, posaun i in'cxuilt, 20 Mmoo 1 M s amnyaax Ne 5 (Ix3}
Batch No. / Cepia Ne: 18AD324

Date of maoufactore: /(13,2024 MA Na.o /3 PTE UAAIZ2H0 01

Java wupobuuiysa:

Expiry dates / 03,2029, MA expiry date: / uniimited / 6cicrpokone
Hpsarind o Tepsin pif it

Number of products in - 85410 Manufacturing license No.r /ML No HU-M-EGIS

the Batoh:/ Kiavkicm packages/ No ainewsii na pupoGunirso;

ApaayRul Y cepil &opoGoK .

Bateh release dates [ A0 o / .
O3/ ex [ wiy

Hata munycry cepiit

Strength/Potency: / 1 mi contains chioropyramine hydrochloride 20 mg /

Cuaa AlifaKTnBricrs: 1 st e xaoponipastiny riapoxaopuay 20 s

QUALITY INDICATORS / RESULTS/ LIMITS/

TOKASHMKH HKOCT] PEIYIABTATH HOPMHK

Appearance / Onne complies / sianosinae Colorless transparent aqueous solution with slight characteristic odour /
. Beabapuindi 1po3sopilt BOII PO 3 LIa0KHM NADARTEDIA TRIAXOM

Colour of the solution / vomplies / giznoniac Mo more intenscly colored than the reference solution By /

Kogwuposicts pozunyy He jrreicnsrdme saBapsacyndl, i cranomaiil potust By

Fransparency/ complies / siznoniiac The solution should be transparent/ ‘

[posopicTh pOMHIY ] Pozann Mac Oy s Uposopusm

Tdentification / Lierrndixanis

complies / stmosigae “The main spot on the chromatogram of the test solution should correspond
it size, voler, and retention cocfficient to the main spot on the
chromatogram of the reference solatior / Qoo (s va Xpomsrorpat
IHUPOBORY BTG POTHEY MIC 32 POIMIDOM, KONROPOM Td kocqiinicirom
YIPHNEHIR BIATIORI AT OcnoBRIT taww vl KAPOMATOrPasi poiuny

[dentification 1. {110/
Licarndiranis 1. {(THIX)

HOPIBHAINS
{dentifiention . complies / sioniaac ‘The nltraviolet absorption spectrum of the test solution in the range from
(UV spestrophotometry) / 200 nm to 400 B should corrvespond fo the ultm‘vioiet speetrum of tbt:
Lnewrmdpiaia 2. reference solution of chiompyrami;m fivdrochioride and have absorption
(Yh-criexrpoduotome pin maxinum at wayelengrhs of 222 & 2 nm, 243 £ 2 nvi and 305 42 am ! ‘
YVirpadioacronill Cocxp nOrIMamms sHOpeioBy BEore postiy 1 obanen

i 200 w20 300 sn Mae BEmiaETR Vs TPRdnACTONOMY CAEKTDY POBIRIY
BOpIBHAREN XOPOHIPAMIEY TEAPOXTOPILLY | MATH MAKCHMY MU HOTTHIIHAS 1
AoREAME xEnan 222 4 2 v, 243 & 2atne | 308+ 2 um

Assay (UV spectrophotometry) 19.76 mg /v 20,00 mg /e 5% (19,00 - 21.00 mg / M}

Kinnkicue ssasens chloropyramine hydrochioride / saoponipisiny riapexaopcy Smg/ sie
{Ydrenerrpodoiomeipin)
Related substances (HPLC)/ at release  mpu 6uHyGKRY! withing shelf-life/

Cynporii aomiusn (BEPX) APORIZOM P BPROIIHOCH
- impurity / ominka CHag 0.5 % not more then / ne Gigsme L0 % net more then / ue Gwwe 1,0 %
« impurify / sosiwka CHox <. % not more then / ne Biasme 0,2 % ot more thew f ne Ginpme 0,2 %

~ any unidentificd impurity / < {11 % not more then / ne Gianme B2 % not more then / ne Giastic 0,2 %
Gy n-sKa neiaen dironan. qoMinKa

- sum of impuritics / ey doshmor 1 0.3 % not more then / pe Simwe 1.5 % not more then / ug Siasuie 2.0 %
Acidity (pH) 7 Kneaorsice (pil) .4 5478

fxiractable volume/ L0 mb/ wa wot fess then ¢ pe semwe 1.0 ol /wa

OXF 0n, 410 BREHIBCTHEN
Particulate contamination /

Mexaniani BRBOSCHLE
visible particles {mechanical complies { plamontm Should not have visible mechanical inclusions /
e ORIHCH AIGTH BHANAMME MERRHTTHHE BIEHOUCH,

contamination) / BIIIMEUCTRN

{aexaniupe sabpyaneinm}

Ay oo ns AT
2 . Lf o
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CERTIFICATE OF QUALITY / CEPTUGIKAT AKOCTI X 284872024/ TA

Name of produet/

Hafimenysanus npenapary:

Suprmtm . solution for umemon, 20 mg/mid, 1 ml in ampouies No 5 (1x8}/

‘«’H{MLIMR » POBMNH 18 iH mms

20 mrdmn o | ma g amnyaax Ne § {1x5)

Batch Ne.: / Cepin N 18A0324
QUALITY INDICATORS / RESULTS | LIMITS /
HOKASHHKH SIKOCT] PE3YABTATH HOPMH

Partieulate contamination f
Mexauivid monoueHns
sub-visible particles /
HEGHIIME HACTKYH

« particle size £ poap vacon
2 10 v

- particle size / poosip qacton
2 25 pm { an

o

particles f ampoule/
HACTOKR / aMuyay

i

particles / ampoule /
HaeTOR £ asiyny

not more then / ne Gianme 6000 particles / ampoule / vacrtor S aviyay

not more then / ue Sianiae 600 particles / ampoule £ wacior £ annyay

Steritity® / Crepraannicrn®

complies / nigmonigac

Should be sterile 7 Muc Gy crepuaniing

Bacterial endotoxins /
Baxrepipasil SHAGTORCHI

< 2 {UMmE MOQbua

less then / seine 175 FU/mtf MO/

P‘acka;,,e size and type /
Poswip | naxynanes

complies / niauonigac

1 sl in a6 ampoule; 5 ampoules in a cardboard bay; labeled {n Ukrainjan /
Mo § vron asyryan; po S asuryda v Kaprogsilt kopoOii; 3 Maprysarsy
YRPATHCBROK MOBOIG

* Performed at release and at the end of the stability tests 7 Tposoamines ua MOMOIT BHIYCRY T4 B kil mpwpodysan crafiamocn

E oherely certify that the gbove inforrantion §s authentic and accurate. This bateh of preduct bay been msmdactured, including
packaging/abelling and quality control at the ahove mentioned recognized site in full corpliance with the GMP requivements of the local
Repulatory Authority and with specifications in the Registration Dossier of the manufacturer country. The batch processing, pacl\u;,mg and
anslysis records were reviewed and found to be in compliance with GMP / Lis ¢ qscntogy o, 110 HERCACHT BAME mdmpxmma € HOCTORIPHOKT T3
vosnorn Tho oophio tfp()bham Gyae supoliacuo (srA0aIMN xmmmxmmr’xmm\mmm) T HPORAEHD KORPOsh 1 AKOCT H BHGCIAIHaYeHIR
aiapinal y nowniit shnosbmoc 3 gavorayn HBIL BCHRORICnis sicueniy POryagropis Opranos, 4 Tiox planoniang a0 cremixmd, s
MICTHTLCR B peceTpauiiinosy auehe KpaiHi-mpobinki. TTporokaan supoSHRETaa. HAKY BTN 1 aHatitin OyAQ NCpermsiuyTo Ta BCTRHORICHO
sianosimicns HBI

Date of signature /
HJara sianucanus

Qualified person /
Knaridixonaua ocolas

Budapest 7 by sy

Dr. Lajos Kdrtvélyessy
Qualified Person

—
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