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“Product Name: ERIDEZ A “Cosage Form: GROD/SFERSIELE TABLETS
| Strangth ¢ Potency: SMG Praduct Cada: 02 -DESHODOMS0UAD 10
i Bateh Mo 233448 Bulk Lot Mo 233390 Pack Stze / Type: BT X 10 BL 1 ¥ 10
[_!H,FII'I'HMI Dare: 10/2026 : | Manufacturing Date: 1042023

Mig. Imatruetlam (CodeVer) MI-C-0632¢Vans.: 10 Pacic Instrisctlons { CodedVers ; MI-C-2200/Vers.: 01

m ot 1reg Country: UKRAINE M Na: UAA 333401401

Total Units H|EH¥!E3393 bowag Ma. af Retained Samples: T4 boeas
|m |r|h: e — - —— e e — W EEIEG s —— e ——— T — =
{ G54 Lot No.: 73060086 Supplier’s Lot Ro: D5-3035/M
{ Mame: MOREPEMN LARORATORIES LIMITED At ai: Willage Masulchana, Parwanon,

M o dsl Diak, Solan, (HP.} indla 173 230
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| Marme: GEMEFHMARM 5.4, Artdrane: 18 ke Marathen Avanug i |
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[Fﬂhglng Sha lnfo: |

MName: GEKEPHARM 5.A Address: 18 hm Marathan Avesnus
i o e 15351 Pallini, Grasc=
futhorization No; 0000000073423/ " " GMPCamificate Nowi 115156/5-12.2002 =
{ M gad pasitianstitle of person autherizing the baich M. GRAVIS
: release, It applicakle Head of Quality Cartral, Qualilied Peren
Tlrl:l-r:guilll‘url-q?ﬁ:“ — = =l -
Heme GEMEPHARM 34, Address: 18 km Marathan & nve
15351 Paflial, Greacs
Authorization Ma. 0DBORO007 3231 - GMP Certificata No.: 115156/5-12-2012 '
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reluaps, IFapplicable Head of Quality Concral, Qualilied Person
e ; - LB N
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| ODUCT: ERIDEZ 5MG ORODISPERSIBLE TABLETS BT X 10 Batch Mo 233448 !
Bulk Lot No.: 233390 '

ﬂumtltr 53298 boxes . Exp, Date: 102026

|'M'rg_nm: 1072023 | Pack. Date : 23/11/2023

Mig instruetions (Cade/NVars): MI-C-0632/Vers:10  Pack Instructions (Code/Vers.k MI-C-2200/Vers.01
Mfg Site : GENEPHARM S.A

QC Testing Site : GEMEPHARM 5.4,
Pack. Site : GENEPHARM 5.8, s
Specification No.: PCR-0048  Ref. Dac.: PRI 00625 ,
CERTIFICATE OF ANALYSIS
S ——— o ._.T_ =z = e —— e
. TESTS METHODS | SPECIFICATION RESULTS
Appearance | TMA-1&B7 - Red-brick, round, flat tablots with bevelled edges  Complies '
. , and ‘5" smbcssad on one side
Plaretar TM-1888 B1:032mm T B
Identification THi-1589 - ] B , i i
uw i Complia: with the spectrum of the staadard | Complies |
HPLC ; Complies with the standard ; | Complies |
Water contant TRE-1650 | S3.5% wiw 1.2%
[ Airrage weighi | TANASHT | 170wy 399 (185-TF7mg) [ ¥70mg ,|
Diisi nmgration ime TM-1652 590sac | 1haas |
Dlysolution TM-1653 | Q-85H at 15min 107.6% |
| Unifermity of dosage units TM-1694 | Complies with Ph. Eur, 2.9.80 by content AN=12 I
| il fasen ity 1
Assay | oTMetsss | 95.0-105.0% | 98.2% It
Related Substanest | ! ! i
NoFarml | OTM-1698 | s10% oq I
Ay unknown @ mpurh'r S0.45 | 0.04% i
Total impusitio i %1.58 ; 0.07% {
Mikcrebiclogical Quality T™-16%8 | ) ! '
iAW~ - KT 10%efu /g = : _ HBAT 10chuly
TYME NMT 10efufg -  NMT 10ciu/g
| Esehprichin Call | Absence In Lg Abseni

'I haraty cartify that the above inlormation s sithetic and aceuais, This batch of product has Boen manufaciured, incluging
| packaging and quakty control bl the Abave mentipned 1itelt) In full sampliance with the GMP roquirements of the EU and the local
| Regulatary Authority and with the specifcations in the Marketing Authorization or product spacificatien file fer Investigational
[ Medicinal Products. The batch procesing packaging and anabyis records as applicable were revewed and fourd o be In
E'tqmp-lilnn with GMP. Any deviationt weaa ._-.n.-nsn_d l:mrdln.g ta tha mtarnal established QA pm-.'.-:durtt

FD'A'I'E: 2. APPROVED BY [OC !-'Llnaan or OC Superdsar):
ets OGS Ly con
Hﬂn':f S5 i
"o, Qualifiad Peryy |

[T EFHASH 54 i
T K, Harathees fu Page 1of 1 /i
151 51 Pafin L
] _"'-‘:\. ry
Tl (a0, 1100 60, 30196 Evirgues R, 0F " 4
Fane -+ 500006 60, 3%, 00 LPF QA 008 f E=fiodq No 12 I

E-malt. il (o
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