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200545 H SRR A H AR KA
Feb. 2008 AT JFURLZG A2 P2 VR ATIE (9520110162)
Nov. 2008 PAF LR B A ER AL TS (H20084524),

Jan. 2009 IRAF RIS Ho~P AL S5 (H20093106)

Jul. 2009 ARAF R IR B AR AN VS HSF I GMPIE S (KO774)

Apr. 2010 AT TR IRIH I I DMF S 23741

Feb. 2011 IRAT IR R 2 S~ I S5 (H20113077)

July. 2011 RIS AR = P FIGMPIE 1S (JS20110008)

Aug. 2011 IRAG A R 2 S~ I CEPAE 15 (RO-CEP 2008-074-Rev 00)

July .2015 RIS 3 UKL 25 1) B 8T iR GMPILE 5(1S20150443)

July.2016 RFFDAR T EE R0V T IIEIRC S (FEIl: 3007086821)
Aug.2016 RS IR R 2 ST B B i CEPIE TS (R1-CEP 2008-074-Rev 00)
May.2017 RIS P E i EDQM K Bl 7 ke &5
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Dec. 2017 & &HF IH i PMDAREL 3746 A5

Sep. 2018 FDA

Aug.2019 GMP

Dec. 2022 GMP
Jun. 2023 GMP

Nov.2023 EDQM

May. 2024

GMP
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CERTIFICATE OF GOOD MANUFACTURING PRACTICES FOR PHARMACEUTICAL PRODUCTS
PEOPLE'S REPUBELIC OF CHINA

MRS :1320150443
Certificata Ne .

BN B EA 2 Ak Ay PR 5]

Caanpzhou Huiming Zaarmacevtcea. Cc., Lzdl

Aol 2 e -

Manufacturer :

F M F AL L AT AT AL TS 1S58
I{g J:JL: Kn. 136K, Lengjiirmg Bri Raccd,

Address :

Churj nng Toer, Nrg-Narth Diz=vist, Charechou

AAH [ (RREFoady) . (S, FeEm Al ]
]‘Aﬁ?ﬁm : Bulk DrugliPropefenonc livérachloride), (Fcladiping, AmlodininePesylosel]

Scope of Inspection :

LW, FAPRARGLAIE (Z25hhErmREEe : 2K,
AU
This is to certify that the above-mentioned manufacturer complies with the
requirements of Chinese Good Manufacturing Practices for Pharmaceutical
Products.
FiEMe 2020 42 T g 6 R
This certificate remains valid unkil 6 / 7 / 20¢

Date for Issuing 7 / 7 / 2015

1] 52 1% i 2 oo S TR D )

CHINA FOOD AND DRUG ADMINISTRATION
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Food and Drug Administration

Center for Drug Evaluation and Research
Office of Compliance

Office of Manufacturing Quality

Division of Drug Quality Il

10903 New Hampshire Avenue

Building #51, Room 4359

Silver Spring, MD 20993

TELEPHONE: (240) 402-4593
FAX: (301) 847-8742

July 21,2016

Reference: Inspection Dates July 13, 2015 — July 17, 2015
Location: Changzhou Ruiming Pharmaceuticals Co. Ltd.
No. 1558 Longjiang North Road

Chunjiang Town, Xinbei District

Changzhou, Jiangsu, 213127 China

Dear Mr.Weiming:

We are enclosing a copy of the establishment inspection report (EIR) for the inspection that the U.S. Food and
Drug Administration (FDA) conducted at your premises on the referenced locale and dates. When the Agency
concludes that an inspection is “closed” under 21 CFR 20.64(d)(3), it will release a copy of the EIR to the
inspected establishment. This procedure is applicable to EIRs for inspections completed on or after April 1, 1997.

The Agency continually works to make its regulatory process and activities more transparent to the regulated
industry. Releasing this EIR to you is part of this effort. The copy being provided to you comprises the narrative
portion of the report; it may reflect redactions made by the Agency in accordance with the Freedom of
Information Act (FOIA) and 21 CFR Part 20. This, however, does not preclude you from requesting additional

information under FOIA.

If you have any questions regarding this letter, you may contact me at the above address or number: 240-402-
4593.

For more information on the U.S. FDA, please visit our website at www.fda.gov.

Sincerely,

Dudan do- {LM(

Towanda Terrell
Compliance Officer
Division of Drug Quality 11

FEI: 3007086821
Enclosure: EIR
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Certification of Sub Divisi

Certificate of suitability
No. R1-CEP 2008-074-Rev 00

Name of the substance.
AMLODIPINE BESILATE

MName of holder:

CHANGZHOU RUIMING PHARMACEUTICAL CO., LTD.
Mo. 1558 Longjiang Bei Road

Chergzhou City, Xinbei District

China-213 127 Chunjiang fown, Jiangst Province

Sitef’s) of production:
SEE ANNEX 1

THIS CERTIFICATE SUPERSEDES THE PREVIOUS CERTIFICATE
RO-CEP 2008-074-REV 00

After examination of the information provided on the manufacturing method and subsequent
processes (induding purification) for this substance on the site(s) of production listed in annex, we
certify that the quality cf the substance is suitably controlled by the cument version of the
monograph AMLODIPINE BESILATE na. 1491 of the Europezr Pharmacopoeia, curent edition
including supplements.

In the last steps of the synthesis ethanal is used as solvent. Its residual content is limited by
the tast for loss on drying {2.2.32) of the Europesn Pharmacopoeia, with a limit of not more
than 0.2%.

The re-test period of the substance is 2 years if stored in double polyetiylene bags placed in
paper drums.

The holder of tha certficate has declared the zbsence of use of material of human or animal
origin In the manufacture of the suostance.

The submitted dossier must be updated after any significant change that may alwer the quality,
safety or efficacy of the substance.

Manufacture of the substance shall take place in accardance with the Good Manufacturing Practice
and in accordance with the dossier submitted.

Fallu-e to comply with these provisions will render this certificate void.

Meress; ? dlee Kasmer, C5 3002F
F-6/081 Slrashaung (Hrance)
Toi: 413 (0) 2 EE 41 3030 - Faxs +AS(0)3E8 41201 - =nal; copecam.ed
Tileinez htp:y

] 1/3
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29 This certificate is renewed from 4 August 2016 according to the provisions of Resolution
30  AP-CSP {07} 1, and of Directive 2001/83/EC and Directive 2001/82/EC and any subsequent
31 amendment, and the related guidelines.

32 Ths certificate hes one annex of 1 page.
33 Tnis certificate hes:
34 lines.

) @ e v...
2ol fom
On behalf of the “@ %: |

Director of EDQM

Strasbourg, 2 &ugust 2016

DECLARATTQN OF ADCESS (o be filled in by the certificate holder under thair own responsibiiity}

CHANGZHOU RUIMING PHARMACEUTICAL CO., LTD., as hokder of the certificate of suizakility

R1-CEP 2008-074-Rev 00 for Amlodipine besilate

hereby authorises

(name af the pharmaceutical company;

10 use the above-mertioned certificate of suitabllity I suppert of their application(s) fo- the following
“arketing Authcrisation(s): {name of iroduct(s) 3nd marketing aumbens), i koowr)

The holder also certifies that no significant changes to the operatians zs described in the CEP dossier
have been made sincs the aranting of this version of the certificate.

Date and Signature { of M 5P fiolder):

Mdess: 7 Alée Kasher, TS 31026
F-6/081 Strasaoug (Fracs)
Tel: +33 (0} 3 £8 11 30 30— Faxe +33 (0) 363 41 27 7L - e vl oepedum.en
Tnteree, DD e coqrLEd
Page 2 of 2
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Certification of Sub Divisi

Annex 1: Site(s) of production for R1L-CEP 2008-074-Rev 00

Production of Amlodipine besilate:
CHANGZHOU RUIMING PHARMACEUTICAL CO., LTD.
Na. 1558 Longjiang Bei Road

Changzhou City, Xinbei District

China-213 127 Chunjiang Town, Jiangsu Province

ECQMM Certificats of Suitz ity
CEP No RZ-CEP 2008-0/4-Rev 00
Annex 1 Page 1f 2
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