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Certification of Substances Department
CEP_RZ_PH_2013-158-12d74330 Strasbaurg, 23 Januany 2020

GEAfvme
Re: RO-CEP 2018-158-Rev 00 / Rabeprazole sodium hydrate

[zar Mr MANDAPATI,

Please find encosed the cerfificate granted for Rabeprazole sodium hydrate following the
evaluation of the dossier,

If you find 2 mistake on the CEP, you should notify EDOM within 3 months. After this deadline, any
complaint will no longer be considered valid.

You are Informed that the EDOM may share the assessment reparts for this application with the
Mational Competent Authorities of the Ph. Eur. Member states, and with the EMA including EMA
committees and working parbies/groups and the members and experts thereaf,

In accordance with Resolution AP-CSP (O7) 1, and as mentioned on the certificate, the submitted
dossher must be updated after 2ny change to its content, and this must be reported to EDOM,

This certificate is vaild 5 years. It I8 your responsibility to ask for the renewal of the certificate in due
Lirmne,

Yours faithfully,
1 r
£Y mmariso Hélene BRUGLIERA
Scentific Officer "F Head of Department

Adcress: 7 Alde Ezsiner, C5 30020
F-BAH] Strashoorg (Prence)
Tl +33 {00 J 88 41 30 30 - Fao: =330 2 BS540 27 1 - o-mad: piiedgmuey
Internet: Aitp:f fewew. adgm.oy
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Certification of Substances Departmant

Certificate of suitability
No. RO-CEP 2018-158-Rev 00

Maime of the substance:
RABEPRAZOLE SODIUM HYDRATE

Marmie of halger;

SKefs) of production;
SEE ANMNEX 1

After examination of the information provided on the manufacturing method and subseguent
processes (including purification) for this substance on the site{s) of production listed In annex, we
certify that the quality of the substance is suitably controfled by the current version of the
monograph RABEPRAZOLE SODIUM HYDRATE no. 2331 of the European Pharmacopoeia,
current ediion Incheding supplements, only If It is supplemented by the test(s) mentionad below,
based on the analytical procedure(s) given iR annex.

= Test for the following impurity by gas chromatography {Annex 2}
2-Chloromethyl-3-methyi-4-( 3-methoxy propoey)
pyriding hydrochioride not mare than 1.5 ppm

- Test for residual scivents by gas chromatography {Annex 3}
Isopropyl ether not mare than 5000 ppm
Methanol nok more than 3000 ppm
Methylens dichloride nok mare than 600 ppm

ko elemental impurity classified in ICH Q30 &= Intentionally introduced In the manufacture of
the sutrstance.

The substance is packed in double polvethylene bags (outer black), placed in & polyetiviene
conkainer,

The holder of the certificate has declared the absence of wse of material of human or animal
origin w the manufacture of the substance.

The submitted dossier must be updated after any significant change that may alter the quality,
safaly or efficacy of the substance,

Address:  Sllde Kasiner, C6 30006
F-62081 Strasbénrg (Frasoe)
Teedr +33 (0] 3 BA A1 30 30 = Fae; 433 [0} 3 88 4] I7 7L - wingd cepilodgmey
|inkerrvct: bige: | fvwans odom ey



i1 Manufacture of the substance shall take place In accardance with the Good Manufacturing Practice
32 and in acoordance with the dossier submittesd

33 Failure bo comply with these provisions will render this cartificate void

4 This certificate is granted within the framewory of the procedure established by the European
i5  Phammacoposia Commission [Resolution AP-CSP (07) 1] for a period of five wears starting from
¥ 23 January 2020. Moreover, it is granted according to the provisions of Directive 2001/83/EC
37 and Directive 2001/82/EC and any subssquent amendment, and the ralated guidelines.

38 This certificate has three annexes, the first of 1 page, the second and the third of 3 pages each,
39 This certificabe has:

an lines.,
e
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On benalf of the
Director af EDQM
P Ty Al CONSIDER THIS DATE

» fied in By the ceriificale holder wnder (heir own respomsibiin:)

NOSCH LABS PRIVATE LIMITEDR, as holder of the certificate of sutability

RO-CEP 2018-158-Rev 00 for Rabeprazole sodium hydrate

hereby authonises ...

Tha holder piso certifies that ro sigritficant changes 1o the operations as described in the CEP dossier
Fave been made since the grantifg of this version af the cartificaie,

Date and Smnatune [ of Mhe CEP folder):

Adcress: ¥ Al Sasner, C5 30026
F-57081 Strashogry (Frana)
Tel: +33 (0} 3 8845 30 30 - P +33 {07 3 B2 41 27 71 - e-mal; copefndigm.sy
ekt fc e erim gy
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