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1.Brief  Introduction

Changzhou Ruiming Pharmaceutical is located at  
No.1558, Longjiang Bei Road, Changzhou City , Xinbei
District  China-213127 Chunjiang Town, Jiangsu 
Province

FEI: 3007086821

DUNS: 528186718

The company is beside of Yangtze river and high way of 
Shanghai to Nanjing, with a convenient transportation. 

There is no high toxic or highly sensitized product at the 
around plant.
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Location



The company was built in 2005 with the 

investment of RMB 50 millions.

The APIs with high technology, high value added 

and low pollution are the major target of the 

company. The design and building of the whole 

plant meets the GMP requirement.
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The total area of company is 25,000m2, and the 

green area is more than40％.

The plant is partitioned into production area 

(Synthesis area and clean area), assistant facilities, 

warehouse and office. The human flow and 

material flow are separated. There are three 

buildings for API and intermediates synthesis and 

drying, and one building for API purification, 

drying and packaging (cleaning degree: D).
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Layout of company
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2. Milestone
Time Development

May 2005 Installed completed

Feb. 2008 Got Drug Manufacturing license and the scope is API. (苏20110162)

Nov. 2008 Got license number of Propafenone Hydrochloride (H20084524),

Jan. 2009 Got license number of Felodipine (H20093106)

Jul. 2009 Got GMP certificate of Propafenone Hydrochloride and Felodipine (K0774)

Apr. 2010 Tamsulosin Hydrochloride Got DMF number: 23741

Feb. 2011 Got license number of Amlodipine Besylate (H20113077)

July. 2011 Got GMP certificate of Amlodipine Besylate (JS20110008)

Aug. 2011 Got CEP for Amlodipine Besylate (R0-CEP 2008-074-Rev 00)

July .2015 Got renewal GMP certificate of Three API (JS20150443)

July.2016 Got EIR of Tamsulosin Hydrochloride from SFDA（FEI：3007086821）

Aug.2016 Got renewal CEP for Amlodipine Besilate （R1-CEP 2008-074-Rev 00）

2018/2/24



2018/2/24

Chinese renewal GMP Certificate of Three APIS
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EIR of SFDA



Renewal CEP of Amlodipine Besilate 1/3
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Renewal CEP of Amlodipine Besilate 2/3
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Renewal CEP of Amlodipine Besilate 3/3
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3.Management system

The company is in charged by General Manager. 

The organization is built according to GMP, 

include Quality (QA and QC), Production, 

Equipment, Materials, Sales, Financial and 

Admin.
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Organization Chart
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General Manager

Qualified Person

Quality Department

QA

GMP self inspection

Process Monitor

Review and Release product

Review and approval of Validation
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stability study /reserve sample
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Management of WS or RS
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Key Person
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Name Title Working experience Remarks

Shi Weiming General Manager 28 years

Li Fanbao Consultant 35 years Senior Engineer

Liao lifeng Qualified Person 16 years Engineer

Wang Xiaoliang Production Manager 15 years

Qian weizhong Equipment Manager 33 years

He Yueqin QA Supervisor 11 years

Zhao Kai QC Supervisor 8 years

Gu Xufeng Materials Manager 16 years

Chen Liangxin Chemical Workshop Manager 12 years

Sun Shouying Purification Workshop Manager 11 years



Quality Assurance

Changzhou Ruiming Pharmaceutical Co., Ltd. has built the 

quality and document system according to ICH and cGMP

requirement. It is independent of production in the form of 

Quality department (include QA and QC). This system is 

effective to ensure the API meets its established 

specifications.

The quality assurance department is involved in all quality-

related matters. Every responsibility for both quality and 

production system are described in written.
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The qualified person is responsible for release the 

final product.

QA is responsible for reviewing all the batch-related

records including batch production records, batch

packaging records, deviation report, test records,

OOS/OOT investigation reports and batch monitoring

records and so on. Qualified person is responsible for

confirming the batch-checking results and signing the

order of release.
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Product release



According to risk management SOP, the risk was 

classified into three types, high risk, medium risk 

and low risk respectively.

Generally, high risk should be handled 

immediately, oppositely, low risk do not need to 

handle. For the medium risk, it could be handled 

immediately or delayed according to the situation. 
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Quality Risk Management



Product Quality Reviews

Product quality review is performed once a year 

covering production, process, quality standard  

(raw material, final product, and intermediate and 

in-process product), stability study, statistics and 

analysis of test results, product quality and other 

related fields such as change control, deviation, 

register, complaint and so on.
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DOCUMENTATION

All documents are prepared, reviewed and issued 

according to written procedures.

The documentation system is portioned into three 

parts：

STP-Standard Technical Procedure

SMP-Standard Manage Procedure

SOP- Standard Operation Procedure
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Production

The related STP, SMP and SOP on production are 

prepared according to the requirement of GMP and 

character of product. The parameter in process is 

controlled and monitored strictly. 

Rejected Raw materials and packaging materials 

are not used in the production. Rejected 

intermediates are not used in the next step and 

Rejected products are not released. 
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Premises and Equipment

The production area is divided into Synthesis area and 

Clean Area.

The Synthesis area is about 2700m2. A relative 

independent drying room is set for intermediates and 

crude APIs, respectively. The sale intermediates is dried, 

blended and packaged in this area. 
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For intermediates, there is not HVAC system used. 

The cleaning area for API is class D. The whole cleaning 

area is controlled under three stage HVAC system 

(Primary, middle and high efficiency filter). 

The air from has great stive rooms which like 

crystallization room ,drying room ,blend room are 

discharged outside and not returned to the HVAC system.  

The whole system air recirculation is about 30%. 

The disinfection method for HVAC is ozone.
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In order to prevent contamination and assure the 

cleaning class, the buffer area is set between clean 

area and normal area; Pressure control according 

to GMP requirement.(keep ≥10pa between clean 

room and normal area, keep ≥5pa among different 

function rooms which in same grade).
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Water system

The drinking water is used in the synthesis process 
and equipment cleaning in synthesis area. QC 
should sample and test drinking water once a 
month .Every year send sample to CDC test.

The purified water is used equipment cleaning in 
the cleaning area. The two stage reverted osmosis 
system is adopted to prepared the purified water. 

The disinfection method for purified water system 
is Hydrogen oxydol and pasteurization.
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Layout of Purified water system
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Main Produce Equipment List
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Equipment name Quantity

Reactor 50

Centrifuge 10

Dryer 8

Mixing machine 3

Pulverizer 4

Micronizer 1



Main Test Instruments List
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Test equipment  name Quantity

HPLC 5

GC 2

UV 1

IR 1

Automatic Polarimeter 1

Melting point instrument 1

Karl Fischer moisture meter 1

Microbial limit lab(A&C grade) 1



4.Personnel
The number of employee is 75 now.

There are 25 technologists
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Department Number 

Quality (QA and QC) 18

Production 22

Materials 3

Equipment 5

Others 27



5. Product

Tamsulosin Hydrochloride, DMF 023741,FEI：
3007086821 For USA and Canada Markets.

Amlodipine Besilate for China and Europe market.

Propafenone Hydrochloride and Felodipine for 

China market.

2018/2/24



2018/2/24

Picture of company



Chemical Area
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Dryer (SMA)
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Cleaning Corridor
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Centrifuge in cleaning area
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Dryer for final product
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IR
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UV
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HPLC
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GC
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Thanks!


