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Brief introduction on production and sales of NCPC products

EALHARTERRENTESAETE) |, 1953F&#E | 1958F2 g , IEY
FREREDSBEMAXRRRSIH TEEE. Bl , AR&~- 2818527t
BRTA2ZBA  EEF-RERNERHIL. MNERALY). FERENEHIRER
. IRHE, EMRELFWE , FaREEB RS, ORIMESR. ek
ISR TR a7 U,

NCPC, as one of the first antibiotic production base in China, was constructed in
1953 and put into production in 1958, which ended the history when medicine
was in short supply in China, as well as made great contributions to human
health. Up to now, NCPC has the total asset of RMB18.5 billion and nearly
20000 employees. Its products cover antibiotics, modern biotech drugs,
vitamins and health care products, modern CTM, pesticides and veterinary
drugs. The products are focused on systemic anti-infection drugs,
cardiovascular drugs, anti-tumor drugs and immunity drugs.




Brief introduction on production and sales of NCPC products

J5#t (API)

S8R, MERNER. MEAK. LBl EeEFHEHERHRFISThe sales volume of
Penicillin, Streptomycin sulfate, Amoxicillin, Cefradine have been ranked the
leading position in the world ;

FDATNIERF - ESNEpEEER. MIEERB . (TEL. T=EREERER FDA
certification products : Dihydrostreptomycin Sulphate, Amphotericin B,
Bacitracin, Bacitracin zinc

CEPIUET : SLIBOREEN ( sterile), PUERFAMR=IKER ( non-sterile ) R FFAM=7KER (
non-sterile) CEP certification products: Cefuroxime sodium (sterile), Amoxicillin
trihydrate (non-sterile), Ampicillin trihydrate (non-sterile)

PMDA: MFZEICE |, LiBH#AEA ( sterile ) PMDA: MF registration products:
Ceftriaxone sodium (sterile)

WHO-PQ : FREEEER. MESEMER WHO-PQ products: Streptomycin
sulphate, Capreomycin Sulfate




—. Rz R EERN A

Brief introduction on production and sales of NCPC products

#3% ( Pharmaceutical preparation )

PMDA-GMPHEHEY : jE5TALBM$81.0g Product passed
PMDA-GMP audit: Ceftriaxone Sodium for Injection 1.0g

EU-GMPEIHET : iE5FALIBIKSEM Product passed EU-GMP
audit: Cefuroxime Sodium for Injection

Hith50Z1MEZAY5002 5K 25 /i EAMIET Has successfully obtained
more than 500 registration certificates from more than 50
countries.
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Drug registration and innovation in China

KERSTZHRIRHZORAAmEMGIE |, XA T SEREMAICTDISTULE
R |, BetEemE. EMITENOmEENRZEE. In China, API has to be
registered as per related regulations, CTD format is adopted as per
international requirements, which ensure to evaluate quality and
safety of drug in a comprehensive and objective manner.

2015 LARINIRAER T 20meRFhlESE , 2015511 7/550 7 Zm EivFa]
A AFIEAREM S 28 ER = TTIE Since the year of 2015, reform
on drug approval system has been speeded up. In Nov. 2015,
Marketing Authorization Holder and Drug Registration Classification
Pilot Reform were initiated.

Hrpb |, Z558 EmiFa] A ( Marketing Authorization Holder , MAH ) FlIEE2
B LM SEFFR o BEIEERIN. MAHEEEERRBE THZ m
£, FHHIE , E—mSHFENAEE , B —EiHEIERS
Marketing Authorization Holder(MAH) is the management mode
which separates marketing authorization from manufacturing
authorization. MAH is the prevalent drug marketing approval system
worldwide. Adopting this system can keep up with the international
requirements.




Drug registration and innovation in China

AmitMoRNRnR , BIrERHAHIARE. S EREmTEAmiEMm
DRI E. EATE FEEERWENGm" BAEN HSRAZSmERENITRL
—HHIAR" | BAKRSHmEMEINE | BHAHIZr-mE=ZE. The purpose
of Drug Registration Classification Pilot Reform is to improve the quality of
generic drug. The reform is started from registration classification on chemical
drugs. In the reform, "A drug product comparable to a listed drug product
with the national standard” is modified as “A drug product comparable to a
listed drug product consistent with original drug product on quality and
efficacy” , which will tremendously tighten the approval criteria and improve
quality of generic drug.

I, REHET T CIFEITIAREAL. (PR HALRISERE. HRMHEMREKEITSFE
KEE , H—PRE 7 eI OmEIEENLGmE M., In addition, systems such
as Specific Approval System for Innovative Drugs, Assessment Adjustment for
Generic Drug, Association Approval for Pharmaceutical Excipients & Packaging
Materials are issued in China, which have improved the approval efficiency and
drug safety for innovative drug products.
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Difference on marketing approval between China
and Japan

20055F4H HAMEIE TRIBE X | MERMAEE (BIEEINEE), AR
REESNEEXKHITMF(EER G, masterfile)&1c , MPEICHAMUE
ARFEAZGRETFENR, el ErssmEEaFza8#7%F. In April, 2005,
Japan Pharmaceutical Affairs Law was revised, defining API
manufacturer(including foreign API manufacturer) shall apply for MF
registration as per Ministry of Health, including API, intermediate,
excipients, medical instruments materials, packaging materials for
medicinal products.

EHITMPEICH (NNl EEERF R TRE MUERAEEAGEAR
SHHTEIT. FTLLEARER 7 MFRYEIC EHAEIRE 7 HiFZBRNARL
HEENERZEA 2RISR RS EMATE T, T SX SHIFIR AR,

M EEFHE RN EHITIEM. MF registration only reviews the
compliance in form, no reviewing of content compliance is involved,
therefore, MF registration doesn’ t mean approval has been obtained.
When the formulation product which is manufactured using this API is
applying for registration and evaluation is started, content evaluation
covering indication, properties etc will be performed.
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, Difference on marketing approval between China

and Japan

TIERNERK

Regulation

4P ER

Document
Inspection

7= 2hn g
On-site
Inspection

F[E China H7ZJapan
WRBEFEERGmEEI/E 15F T
e RN i e] Optional

MA approved by the authority
of manufacturer is required

EHATHE EATHE
[ Similar ]

s AT

Optional Needed
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— Difference on post-approval change management
between China and Japan

application should
be submitted

PaES ] =FiN

Classification | China Japan

MUNZER Fx MF RORINE B AR BB R Ejm30

minor change | recorded AR ELGPMDA . minor
change notification must be
submitted to PMDA within 30
days after the change made.

RERE KN FERRIE NELEFESHE

Critical post-approval a new MF registration form,

change variation not a change of registration

must be submitted.




h

N

/ s

aMER —

~ Difference on GMP regulation and inspection
between China and Japan

GMP;ERR
GMP
regulations

GMP=Ljte
GMP
implementing

PZERIHHIT
On-site
inspection

AEChina

hEI{TGMP(2010R ) BEES#
RRERE E fr A EAL RISy
Chinese GMP ( 2010) , refer
to EU-GMP(2006)

20155 EeSERkAThRGMPSE—3EIA
it , BERS T U REETEKY
China has completed the first
round of GMP Certification by
the end of 2015, which has
tremendously improved quality
management level of
pharmaceutical enterprises.

2wl e S D St S )
(API) BHit, EEREMNE
GMP defines clearly that
formulation manufacturer
should audit API manufacturer
and sign quality agreement .

H4Japan
PIC/S-GMP(2015.10)

201457H1H , BAIEZUB/IPIC/SBLR5545
MRRE, 20165 HRLHEPIC/S-
GMP(2015.10)

Japan became the 45% PIC/S member

state in July 1st, 2014. PIC/S GMP(2015.10)
began to be implemented in 2016 in Japan.

BABIFIZEmE. AP BiIESERY
FREAE (GQP ) thiE. HIFIEWISEIMNER
A REFESIEEREXESHIE.
Formulation manufacturer shall bear risk
and responsibility on quality compliance
for foreign API manufacturer , and sign
GQP agreement.



Adjustment of drug supervision in China and development on
international cooperation

fEENmEETENTE  FERE FAmGMPRSHAERE , EXBERBLE
FHFIEDHIRANAOE P RESRAEEN] , ANEA Y (CELmaERERE) .
AmMGMPINIERREFRIIATEERR) FZIsR , FIRGMPIANEKEARRE(E , &
ERXBENGERIETEE | LIERE. BN EEnER B ERIER
i, RISERISTEET, As the drug administration has been improved, the
GMP compliance certification is adjusted in China, CFDA has authorized
certification on sterile formulation and biological drug products to local drug
administration authorities, meanwhile, CFDA has issued several guidelines for
this purpose, including Sterile Drug Product Inspection Guideline, Review
Key Points of GMP Application Documents etc, ensuring GMP certification to
be proceeded in a high level, in addition, the supervision mode will be
changed, the previous management mode which focused on approval
procedure instead of routine supervision will be replaced by a strengthen and
efficient routine supervision mode.
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Adjustment of drug supervision in China and
development on international cooperation

201451178 , Efrf0mm ETVERBREILRKI , 2EINEERS{FTa0EM
£ BPE. =X £E. A, BB, HRDPEHNAZ2290EZRGEFRER
fapk , BREE BRifbFRKIER. In Nov. 2014, International Federation of
Drug Supervision Agencies was established in Beijing, which is composed
by more than 22 countries or organizations including China, Canada, USA,

Japan, EU, WHO etc. The federation is now under the planning phase.

afLFal , ARV EEARERRELRMFITEXSIAE. BKERRZ
BRIRFERER. AmEeERENE (GMP ) fE, (HHARESHEAT
EEREE. ARERZELEZDRGMPREEREIA , ittEELUERESFH
Z—. Itis predictable that communications between different
international organizations and parties, rapid information sharing
between federation members, cooperation on GMP inspection and
generic drug supervision will be realized in the coming years. Mutual
accredit of GMP inspection result between different countries will be one
of the development targets.




Thank you for your attention!




