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Requirements for Registration Application Dossiers of

Pharmaceutical Excipients ([2016] No.155)
i

~Application requirements (B ¥HEIER)

Interpretation (fi#iE)

1

Registrant Information (B ABA&IER)

1.

Registrant Name, Address, Manufacturing address
Provide the name, registered address, manufacturers, and production address of the
registrant.
The production address should be accurate to the production floor and production line.
HiCAZTR, ik, 4= ihhb
REEICANEIR. GEMIE, 457 £

SN NS REE 8, £,

Basic Information
(AR L)

Certification GERAt43Cf4)

The registrant of pharmaceutical excipients must submit the following supporting

documents (BEAZ AN BIEATRZ U TERAE) «

(1) A copy of the registrant's business license. The registrants shall submit the relevant
documents such as the power of attorney and the relevant information of the producer
and a copy of the business license when they entrust a third party to produce.

CD I NEM IR Z B o X8I0 NRFEEE =7 BEAT AL, LR I 3 50 ZFE 45 45 AH 56 ST
B A=A RAR B B E AR R ST A

(2) For domestic registrants applying for gelatin vacant capsule shell, gelatin capsule
and pharmaceutical gelatin, they are required to provide: 1. the legal source certificate
of gelatin should be provided, including the approval certificate for gelatin, standards,
COA, business licenses for pharmaceutical gelatin manufacturers, copies of pharmaceut
ical production licenses, sales invoices, supply agreements, etc. 2. certificates such as t
ypes and standards, should be provided.

Certification
GEP A

Requirements for Registration Application Dossiers of

o
m\% %ﬁ Pharmaceutical Excipients ([2016] No.155)

| Application requirements (B ZH}IR)

Interpretation (f#iE)

The registrant of overseas pharmaceutical excipients shall authorize the Chinese repres
entative office to submit the following supporting documents:
CHEAMNA R BAE N REHAR rh AR R LR 3R 2E AR AE B S04

(1) The legal registrants’ legal production qualification certificate, notarized documents
and their Chinese translations. The registrants shall submit the relevant documents
such as the power of attorney and the relevant information and certification
documents (if any) of the producer when they entrust a third party to produce.

1) BAENAEEFBRAE I SO AESC R SRS o IS NBHE =0 AT £ 7=
s L[ B RS ZEFE AR SR OGSO B A 7 A AR B BE B S () o

(2) The business license of the agency in China or the registration certificate of the resid
ent representative office of a foreign company in China.

(2) T 5 g AR ERALAG P L B Bl B A N B v [ 58 P LR 1 (O Ll 3 EAR AL
LD .

(3) For the declaration of gelatin and gelatin-related products,and other bovine-derived
excipients, claim of virus-free, TSE free shall be provided.
(3) HHRZ A CIRTE . T WA 2 A A VR 24 PR RRE i, U8R k) 4 AR A 3 2 A )

—— W ) 45 IR FPREANSEVORANIER,  JFiR At % BRRRIR T A R MR E E R K
BURFIERA XA - i“ﬁH’Jﬁ%*ﬁﬂﬁW{M IR S PR AR SUE IS




N Requirements for Registration Application Dossiers of
R Pharmaceutical Excipients ([2016] No.155)

\ 1.3 Stored address of raw data (W5t kHMEE LR
The storage address of the research materials for the pharmaceutical excipients should be accurate to the house
number. If the research data has multiple saved addresses, all of them must be submitted.
SEOZG AR A BRI R A O, RORSHRZE TS . IwF O 2 AMRAEIBIER), S RAC.
2 | Excipients Informationgf &4 E5)
2.1 Name (&#)
Provide the Chinese name of the excipient (if applicable, the Chinese Pharmacopoeia name), the First
English common name, the Hanyu Pinyin, the chemical name, the former name, and the Chemical Abstracts (CAS) proposed
number. If the UNII number and other names (including the names of the domestic and foreign Pharmacopoeia) % kAR
are recommended, please provide them.
SRACERI T SCEA 4 (G, P EZ A g - B4 . DOEPEE . (4. R4 1
ZEOCH (CAS) 5o WIAUNITS R H At 44 FR (LR E A A 25 SR A A5 J il — IR it
Pre-mixed excipient[Note 1] and co-processed excipient [Note 2] should clarify the single excipient used and
make qualitative and quantitative descriptions. Typical formulations can be submitted for illustration. The specific
formulation for practical application should be included as an annex according to the use. Provided in the registration
data or at the time of drug registration.
TORAARE [V 1] A0Sk A B A A} (2 ] 187 B 0 A P 010 B — R O AT e PR SE R FOR TR ZC S RY AT 7
FAT UL, S2BR S A () B AATC 77 ISR A A5 PR 7 0L DA B B 46 7 6 W) o B 24 i I AT 4R 48
Note: 1. Pre-mixed excipient means that two or more excipients are mixed by low to medium shear force, which is a
simple physical mixture. The components remained as separate chemical entities after mixing, and the chemical
properties of the components did not change. The premixed excipients can be either solid or liquid, with a simple
physical mixing time.
E: 1, FURHH (pre-mixed excipient) RARFFEFHEM L LMRIETKEHFHV IHTRE, XE—METRHNVIER
AW FHEMREETIRFEAMLIAE TR, & WO MR IR AR . FRAR AT LR A5 i vl LU A,
2 YR A e TR A5
2. Co-processed excipient is a combination of two or more excipients whose physical properties have changed but the
chemical properties have not changed significantly. This change in physical properties cannot be obtained by simple
physical mixing, and in some cases, it may exist as a salt.
2. JLALHAEEL (co-processed excipient) fEFFNE AN DL LARELILS &40, RS AW PIBRER AL T U BRI
BB ARAK . X P BRI RO O I B S R AT, E RSB R, AT AR DU I A A
Requirements for Registration Application Dossiers of
Pharmaceutical Excipients ([2016] No.155)
Application requirements (EIRZERIZR) Interpretation (i)
2.2 Structure and composition (£5¥I54AR%)
Provide the structure and composition information of the auxiliary materials,
such as structural formula, molecular formula, molecular weight, polymer pharmaceut-
ical excipients should be clear molecular weight range, degree of polymerization and so
on. The phenomenon of three-dimensional structure and polymorphism should be
specified. Premixed excipients and co-processed excipients should submit structural
information for each component.
RGBS ERAE R, R, TR, A TR, WA THRE
RS TR, A%, SRS B ABLR DRI BURAhE
SEAC TR RN SRS B — 2 43 (M A A5 B
2.3 Physicochemical property CGR{LMREEA45)
Provide known physical and chemical properties of the excipients, such as:
properties (such as appearance, color, physical state), melting point or boiling point,
specific rotation, solubility, solution pH, particle size, density (bulk density, tap density,
etc.) Functional relevance indicator, etc. Premixed excipients should submit basic
characteristics such as product traits.
- BROUER SR AR, e BR CnghL, B, WIERES) L
A PRI VEARE VEIRDHL KL EEE CMERRE. JRCEEES) LK I)hE
FIRVESRARSE . BURAELN FR 2 iR AR S B
2.4 Domestic and foreign approval information and usage (B R4$MibEER R Rig)
2.4.1 Domestic historical approval information (3%pq J7 S8HitHE(s 8. Past domestic certif
Provide relevant information (if any) for domestic history approval. -ications or registrat
FREEEI B AR E (S B () . zion/certifications
B A Wi A/
EMHE




Pharmaceutical Excipients ([2016] No.155)

Requirements for Registration Application Dossiers of

2.4.2 Other countries information (EMERMELER)
Provide information about the intended application of the product as a pharmaceutical
excipient in foreign countries (if applicable).

SR BLIUL R - A AME DR 2RI AR SRR R (&R .

Foreign approval
certifications
B b A E 9 S A

2.4.3 Usage information (Fig{52)

Provide information on the route of administration of the excipients, as well as the
maximum daily reference dose and reference basis. The medicines using the excipients
have been approved for marketing at home and abroad, and the dosage forms and
routes of administration of the related medicines are provided. If the medicines using
the excipients have not been approved for marketing, the intended route of administra-
tion of the excipients should be provided and the use of the excipients should be provid
-ed. Drug information for registration of accessories. If there is a recommended route
of administration or a defined dose known to the manufacturer, it should be clarified
and provided with relevant reference. The above information should be provided as
much as possible.

REFBRNELRBEBURRRNEHSERNBRSEMREE. SN
ETEE M AMSRHE BT, SREGECZG IR, AR, WARH RN
23R BT, SR AAZ G AR T 45 25 1842 LA K IEAEAE A Z A0 RhEAT 1
MIZ5 s B . 0 A= A AR N A 2 AR SE AR MR, 8T AW
IR CS H U . DL EAE BB AT Redft.

Provide information
on the route of
administration of the
applied product and
the maximum daily
reference dose and
reference basis

PRAL = 4R 21k
BEEU R KREHS
B E =i

2.5 CHP and OTHER pharmacopoeia monographs (iBp3$hg5siisitEn)
Provide information on pharmacopoeia MONOGRAPHS.

REZZAAHERHEE RSN ER R R EERITERERNER.

Determining quality
control maturity
and methodology
A 5 R 1 A
B ATy kg

Pharmaceutical Excipients ([2016] No.155)

Requirements for Registration Application Dossiers of

Manufacturing Information (4£/={52)

3.1 Manufacturing Process Control (4 =T ERIiRiEd)

(1) Process overview: The process flow chart is provided according to the process steps,

and the production process is summarized.
T4k T2 BHE T 2R, HiT e T 2%5A.

(2) Process details: The process parameters and the solvents used are indicated according to the
process flow. For chemically synthesized pharmaceutical excipients, reaction conditions (such
as temperature, pressure, time, catalyst, etc.) and their chemical reaction formulas should be
provided, including starting materials, intermediates, molecular formula of the reagents used,
molecular weight, chemistry and structural formula.
Representative of the commercial batch, the main process steps, the amount of each reaction
material and the yield range of each step are listed, and the key production steps, key process
parameters and quality control indicators of the intermediates are clarified.
For excipients of human or animal origin, the process of production of the excipient should have
clear process steps for virus inactivation and removal and must be verified.
TEVR: T ERERY T2 RENSE. WO R Z AR, SRR Ak
RFAE CHNREE. FEJ). BRI, HEATRAE) Rt R pia, Hoh N E iR R,
A AR T TR A .

VAR HEOAREE, S T 200 0R . & MR BORHE & PR, ok
PP IR. R T E SRS AR B R R -

X F NSRS PIRIERAR, Z5R AR T 2 N W KRB RE 5IE R T 225
IR, AU HATI0AE .

(3) Explain the batch range, commercial production, and reasons.

BEITR AR 2 RN L ik AR




Requirements for Registration Application Dossiers of
Pharmaceutical Excipients ([2016] No.155)

(4) Equipment: Provides primary and special production equipment.

B ROEEEASHRME= %

Production equipment information can be submitted in the form of the following form:

A A BRI DR IR N IR F AR e
)

i8S R s

]
2

3.2 Material control (491#sH%45])

3.2.1 Key material control information (#4kHEHI{E2) Prevent
X SRR 4 T R AME R . arbitrary
% Rl A= S changes
WEE & S B B 1= 2P R &SR

E : HMEh SRR, fESRIR. b SR

3.2.2 Material control information (#I¥HZHI{ESiER) Prevent arbitrary
According to the process in the process flow chart, all the materials used in the product changes
ion (such as starting materials, reagents, solvents, catalysts, etc.) are listed in the form Gk B

of a table, and the steps used are illustrated as follows.

R TZRAERSN TR, UREBKERFIEE=HABIMAEYE Gy

SR R AR IR R ER, R .
wElIEsEs

A= B EY B EAE SERAFEE

SE o mBhBISER. HEPSEIR. (EEESmRE.

N Requirements for Registration Application Dossiers of
T \%{’?@ Pharmaceutical Excipients ([2016] No.155)

Provide the source of the above materials, clearly reference standards, or provide internal co
ntrol standards (including projects, testing methods and limits), and provide methodological
verification data if necessary. fi it DL YR RIR . BHAfR S I bavk, sl gty dsbidE (R
FEOH RN |, D EER SRAL VE S IUE Bk .

3.3 Critical Process and Intermediates Control (3§ 8Hn0 (8 kaoiE]) Prevent
List key steps (eg, refining of the final product, purification process steps, viral inactivation/r arbitrary
emoval steps for excipients from human or animal sources). Where applicable, provide critic

al process control parameters and provide specific research data (including research method fhirﬁ‘gj‘; 'S

s, findings and conclusions), could justify the reasonableness of the process parameters and % &

control of the key steps identified. Where separate intermediates are present, their quality ¢

ontrol criteria, including items, methods and limits, should be listed and the necessary meth

odological validation information provided. %] tH JCH G IR (1. 287 gkl 4tk T2

IR, NSEWYISRIEHRIRE R KOG/ B o G, RO R 2,

AL AR R CRUIEETE T IR RS0 , TR IR E &

P AR T2 A HIG B S B . ARFE S B R R AR, L8 H S sl b g

AFEGIH . AR, ISR AL S0 I E k)

3.4 Process validation and / orevaluation (T ERIERPEM) For pharmacap
eial excipients,
simplified data

3.4.1 Process stability assessment ( T 255 M4t
Provide relevant assessment materials for the stability of the auxiliary materials, such as retr
ospective reports on product quality of more than 5 batches.

PEBURL T 2R AR PPA BORE s dtt BL_E 7™ T B m B R 5 55

3.4.2 Process Validation (. Z/5HiF)
Provide process verification plans, verification reports, etc., and provide batch production sa

mple samples if necessary & (it [ Z500E /7 % WUl 555 206k, DB PR AR AR P2l sk
i




Requirements for Registration Application Dossiers of
Pharmaceutical Excipients ([2016] No.155)

3.5 R&D of manufacturing process 4 =T EKF & Development
Provide the basis for selection of the process route (including literature basis and / or | research
theoretical bacontrol range of the process parameters. process
Describe in detail the major changes in the production process during the process dev BN e

elopment process (including changes in batch, equipment, process parameters, and p
rocess routes) and related supporting verification studies. Provide a summary of the
process sis).

PO T ZER I PRIRYE (R SCHRR TR AN/ B AR -

Provide detailed research data (including research methods, research results and rese
arch conclusions) to illustrate the rationality of the key steps and the rationality of th
e research data, examples are as follows:

FEALVEM AR A TR CRIETIF 7. AR A4 A 4510 ) DA OGP 3R
58 [ R DL K T 2 5 e ) 9 L 1) B

MR ETZH RSP A TZREEZ L (BHFEfE. ®&. TESH
KT ZEBRRAEMAA) FAH R STRAESIER A7k SR T2 R AR AR

N L U
T ZRRBIELE S

st |t il B B e et
it = e s | T e
Clam s pramme] “Tle= z;ﬁ e

E2
— B, MEABTES.

SE 1 ARBASEFEHLR M AR RS SN T ZEaE R EE 5.
WHFRPMPAIMMESTTZRETE5 31 T F T2 —3 , I

Requirements for Registration Application Dossiers of
Pharmaceutical Excipients ([2016] No.155)

Application requirements (F#RFZFRIER)

Interpretation (f#i£)

Specific tests (4F14H%E)
4.1 Structure and physicochemical property (ZEHaFnIB{L M4 RHZ)
(1) Structural confirmation information (Z5#fIEER)
Provides information that can be used to confirm the structure of pharmac
eutical excipients.
FEALRTFH T 24 F AR S5 A AT BIE B AR OG5 B o
(2) Structural confirmation study (ZE#F&IEHR)

The structure of the product should be analyzed in combination with
the preparation route and various structural confirmation methods. For exa
mple, the problem of possible three-dimensional structure, crystal water/cr
ystallization solvent or polymorphism should be explained in detail. For pol
ymer pharmaceutical excipients, attention should also be paid to molecular
weight and Structure confirmation information such as molecular weight di
stribution, degree of polymerization, and infrared spectrum. Provide the m
ethod of purification, purity, and batch number of the sample for structural
confirmation; provide specific research data and maps and analyze them.

L4 4 ] 4% T 2 B 2k DA S % ol 45 K R IE T BOX 7 14 45 A TR AT A
BT, W RE S ARG . 45 K/ G5 G TR R B 2 4 B il RS VR4
B, WTmaraiME, EHESFREAS TR REE. 4
S AR TRESS S o SR AL M TE FRE G RS 1y v, SR HES
s SRALEAR I TR S AT AT -

Combined with the prepara
tion process route, various
structural confirmation me
ans are adopted. Focus on
the three-dimensional stru
cture, crystal water/crystall
ization solvent, and polym
orph.

For polymer pharmaceutic
al excipients: molecular we
ight and molecular weight
distribution, degree of poly
merization, infrared spectr
um, and the like.

AR EIEHE. RAS
AP LEMAIEF B RKiEZR
M), A/ BRI %
mA,

st F &R 5T
BASTESM. REAK.
b RIEF




Requirements for Registration Application Dossiers of
Pharmaceutical Excipients ([2016] No.155)

Application requirements (R ZRIER)

Interpretation (f#i£)

In order to ensure consistency in the quality of pharmaceutical excipi
ents derived from biological products, it is necessary to establish standards
/controls or to compare excipients with their natural analogues. See ICH gui
delines for biotechnology/biological products for biologic excipients.

9T B ORAE W b SRR I 2 SR BRI — b, B N b v
uu/ﬁﬁﬁ B BOR A RS HOR AR AU BEAT EL . 0 T A ] i SR R
DLTCHIE T AW AR/ A b (K46 7
For premixed excipients derived from chemical synthetics or derived f
rom animals/plants, different methods are required to describe their charac
teristics and to provide quantitative and qualitative descriptions, including
all special information.

AR T2 B AR BORIE T 3 /A Tk el @ RN R
JrFEHR R, AT BAE MR, BARITA R R

4.1.2 Physical and chemical properties GE{L1$ &)

Provide research materials on auxiliary cooking properties, such as: traits (s
uch as appearance, color, physical state), melting point or boiling point, spe
cific rotation, solubility, hygroscopicity, solution pH, partition coefficient, di
ssociation constant, will be used in the production of preparations Physical
form (eg polymorph, solvate or hydrate), particle size, source, etc.

PROCERIR AR A R, dne MR (WS, B, WERRES)

W& B . EURRRE . VAR, TRRME. WWpH. SECREL @’Z
H TRV A (%R EREORAT) | R
KU

Requirements for Registration Application Dossiers of

- w::\(
,@X%W Pharmaceutical Excipients ([2016] No.155)
— | Application requirements (ERZFRER)

Interpretation (f#i£)

4.2 Impurity ZXE#H5

4.2.1 Impurity information (Z2R1E2)

Descrlbe the impurity conditions in combination with the excipient production proce
ss. SEEHRMAEFE T, R4

4.2.2 Impurity research (m}ﬁﬁﬁﬁ)

Impurities should be studied according to the molecular characteristics, sources, pre
paration processes, etc. of pharmaceutical excipients. For polymer excipients, the res
idual monomers, catalysts, and impurities from the production process should be stu
died. Evaluate the effects of impurities on the safety and functionality of pharmaceu
tical excipients and control them accordingly.

IARYE 5 IR 0 TR . AR il TG HAT AT SE, ot T 0 74l
b N T U Ak {ERNU&;&F‘IZ%%E’JTE PP A A% B 245 1) 4
Kbz AtE . THREMESRIEEN, FEBEATAR R A -

4.3 FRCs (ThaEHFE)

4.3.1 FRCs Information (IhgE4F1E1E2)

Combine the use of excipients in the preparation and the route of administration, an
d provide information on the functional indicators of the excipients (if applicable).

SEEPRHERIR T S R 25ia R, SRR RO REMERR RS B (W& o

e
4.3.2 FRCs research (Dgg44is3)

Combined with the use of the excipients in the preparation and the route of adminis
tration, the main functional properties of the excipients are detailed and correspond
ing research data are provided.
ShErRURLE )70 o (0 o g 2 A
BERH R AL R

VEGH 0 B 1225 PR G 3 S D e O e

Impurities that may be
contained (including or
ganic impurities, inorg
anic impurities, residua
| solvents and catalysts,
etc.), the source of the i
mpurities analyzed (by-
products from the synt
hesis of raw materials,
by-products produced
during production, or
by degradation)
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Application requirements (B3R FERIER)

Interpretation (f&iE)

For example, the binder can provide applicable characteristics such as surfac

e tension, particle size and particle size distribution, solubility, viscosity, spec
ific surface area, and degree of accumulation.

Un: R EFIRTSRBLRIOR . RLBE SORLBE A3 A . VA ARYE RGEE. LLSRIH
P HERURE S3E F AR LR A

TRAFGRA (BEANRA,
AR, RGENFELNEF) ,
SMBRHRBR (BRRBFAL,
A AR AR & R E AR
fi# = A 4)

Differentiation of quality at
home and abroad

A Sh R 0 £ FAl

5 Quality Control (JRE#%#l)

5.1 Quality Standards (FERE)

Provide quality standards for pharmaceutical excipients. The quality standar

d shall comply with the general technical requirements and format of the cur
rent edition of the Pharmacopoeia of the People's Republic of China, and use
its terminology and unit of measure.

TRBLZG AR R AR . TEARMER U A (AR NRSERIE 2580 IAT AR

PR3 B ZER A S, I3 ARE AT s

Must meet
Pharmacopoeia

requirements
LIS BHER

5.2 Validation of Analytical Process ($#f75 ;£H03G1F)
Provide methodological validation data for each of the quality standards. For
the varieties currently in the Chinese Pharmacopoeia/United States Pharmac

opoeia/European Pharmacopoeia/UK Pharmacopoeia/Japanese Pharmacopo | S that have been included in

eia, if the Pharmacopoeia standard method is adopted, the methodological ¢
onfirmation may be carried out as appropriate.
SRS EARAE T % T BRI UE R, . 0T AT R [ 24 i/ 5 [ 245 gt /I 24 i

/YR 2GSt/ HAZ S SR R, WSR2 AR AE DT, TR BLT e 7 i W o

Provide methodological valid
ation data for each of the qua
lity standards. For the varieti

the current version of the Chi
nese Pharmacopoeia, if the P
harmacopoeia standard meth
od is adopted, the methodolo
gical confirmation may be ca
rried out as appropriate.
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& Requirements for Registration Application
T
Application requirements (B ZRIER)

Interpretation (f#i£)

5.3 Quality standard Establishment basis (& £#r A5 E K 1E)
Explain the considerations of each project setting, and summarize and anal
yze the selection of each inspection method and the basis for determining t
he limits. The drafting of the quality standard shall include the selection of
control items in the standard, method selection, inspection, and the basis f
or setting the purity and limits.

Ul % I H B8 M5 R, RGBT S AR 5 VR R LA K% IR A 7 11 A 4
o TR AR AT B0 Y N 2 L b v b s T I e . R, R
e A0 R P 3 L 45 £ o Ak

Explain the considerations of
each project setting, and
summarize and analyze the sel
ection of each inspection meth
od and the basis for
determining the limits

AL RBREGEE, LEPITER
& 7 ik B AR IR R IR AR
Technical indicators can not be
lower than the pharmacopoeia
BABTRERTHE

Lot testing (LT8R &)

Provide inspection reports for not less than three batches of production sa
mples. If there is an item that is commissioned by an external unit, it needs
to be explained. The trustee of the entrusted inspection shall have relevant
qualifications.

SR F =R =R S IR I IR S o WA BTN AL IR 1 15 H 5
Ui . ORI AT TR BRI R .

Self-test
TRA %

Qualified
AH K

Stability (F2 = H#5R)

Experimental data and literature on stability studies. This includes stability
tests conducted in conjunction with packaging materials and containers tha
t are in direct contact with pharmaceutical excipients. Where applicable, de
scribe compatibility and support studies for selected packaging materials.
o5 PEWE 70 A0 TR K SR TR} o AL HE SR FH e A 2 PR R 1)
MBI SIERIEAT I @ R & H,  HiR e %t irize H M #E4T
FRIAR 75 PE AN SE REVERF 7T
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Application requirements (B3R ERER)

Interpretation (f2iE)

7.1 Stability summary (Fa 7 14 5 4%)

Summarize the sample conditions, investigation conditions, investigation indicato
rs and investigation results of the stability study conducted, analyze the trend of ¢
hange, and propose storage conditions and expiration dates

MG FTEAT IR T ERE AU RORE B L. BRIk BRIRM B R R, Xt
AT 0T, R AR SR A A 2RO

7.2 Stability Data (72 E 14 #1E)

The specific results of the stability study are provided in tabular form and the rele
vant maps in the stability study are attached.

%ﬁ%ﬁﬁiﬁ%ﬁﬁﬁTi’lﬂ?’ﬁﬂ’ﬂﬂﬁié*ﬁly FEREARE PRI FE R (A G B AR D

Stability sample conditi
ons, investigation cond
itions, investigation ind
icators and investigatio
n results

Propose packaging, st

orage conditions and e
xpiration date

R RIFIL, FRE
. F R AE RER
REBOR., BAFHRA
GE

7.3 Packaging (iRlEE%E)
Explain the packaging and selection basis of the auxiliary materials, and provide t
he packaging label sample.

VLU RRL R SOl PR, SRR A -

8 | Pharmacology and Toxicology Data (Z53E&HIBHIZ)

The pharmacological and toxicological research materials or literature materials t
hat are generally required to be included include:

— P B 1) 24 3 B B 7 BB B SCHR A4

(1) Summary of pharmacological and toxicological research data.

(2) Test data or literature on the pharmacodynamic effects of the proposed drug.
(3) Non-clinical pharmacokinetic test data or literature.

(4) Test data or literature on safety pharmacology.

(5) A single dose of toxicological test data or literature.

New excipients, new do
sage, New route of adm
inistration

HaAt, HAE, LY

@

Or literature
A R A A

Requirements for Registration Application Dossiers of
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\//Afplication requirements (BIRFRITR)

Interpretation (f&iE)

(6) Repeated administration of toxicological test data or literature.
(7) Allergic (local, systemic and photosensitivity), hemolytic and local (vascular, skin, muco
us membrane, muscle, etc.) irritant and other special safety test studies or literature relate
d to local and systemic administration.
(8) Genetic toxicity test data or literature.
(9) Reproductive toxicity test data or literature.
(10) Carcinogenicity test data or literature.
(11) Other safety test data or literature.
According to the listing status, application status and risk level of the pharmaceutical excip
ients, the research materials and/or literature materials to be submitted shall be determin
ed. If a research data is not needed, it shall be lained under the corresponding research
project. The pharmacological and toxicological studies of pharmaceutical excipients can be
carried out separately or in combination with pharmacological and toxicological studies of
rationally designed and associated preparations.
(1) ZyEREHRRF IR ERIR
(2) Xt 0LRE FH 240 0 245 28025 Rk e e sl SRR o
(3) AR 2B 712 A58 VR sl SR Tkt
(4) 22 A2 RIG BOREERSCHR B K
(5) FRIRZE 25 REFE M AR A0 BER) Bk
(6) AT L4257 HR M A0 VR SR TR
() gk R, SFFREEE  FMMERRE G, Rk, KB, UIPSE RS
TSR A B PR MR % A VRIS A S OSCIR R .
(8) B AL MERI YRl BOCHR YR .
(9) A g MG PR R
(10) ORI Rl 8OCHR R
(1) Fefthzz ARG HER B SCHR TR .
ARIEZ AR LR . SLAIRGO . R RE A5 1 75 328 AOIF S0 BORERI/ SOk BER

P ENE S
HRF, AR AR R KVBE I E R A . 24 R AR A 24 B 2T ST S AT T
A BTSSRIk AR A 24 R S T A5 AT

The pharmacological
and toxicological stu
dies of pharmaceutic
al excipients can be
carried out separatel
y or in combination
with pharmacologica
| and toxicological st
udies of rationally de
signed and associate
d preparations.

2 ) 464 25 52 A 52 AT
S R AT T 8 L
&3kt b KB A 8
%12 WA LA HAT.
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3403 ) EABmEEFHS

#ER, $REEARE.

34 (48, e B e N

321 *AVRIHEE

3122 AEJMERRE. +a +a +a - +y *a

3.3 *@BFWMARAEN

2.

HREAZIERE. — T o0 -
ET3 2.2+ 31" 422 2RFR. + . £ £ e3) £a
AR 14%1.2°)1.3%| 1.4° 2.1* 2.3%) 2.4 32
L L 431 HESKEE., L I I IS R
1. | RIZAEFER. N EREH B RN I B 432 BESERR, LN BN B IS R
2. | aHEdEe. S IR A N 5 FRE, R (RO OO O (O
3.4 (1)IEHE. o 0 s 0 s o
JUUPRR I R I A A Registration form of Pharmaceutical excipients

1.1 New molecular structure excipients and do not
belongto 1.2 and 1.3

1.2 The excipients that have been used in history are
T . .1 changed by simple chemical structure(such as base
3 — and agquo-complex).

+1.3 Excipients obtained by co-processing of two or
more excipients that have been used in history.

341 TEBEHRE, - . - 4 £ .

342 TERE. +a

35 EFTENFER. L0 ST O R N

411 (1) SOBEES.| - .. - .. - e

4| 400 (2) BUBEFR. | -

412 BibER . L S T I I

+ RESERMEXEHIREY
L w
ERALEMThEEEARRN B
11 $th s FEMNEHARTETE 12, 13 miEH .«

12 AEREARENEHZE L IE0RT (NRE  AEDF) ¢

13 AERAEN FESERRENEAEENEETNER ¢
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Mt CRRAh ER R R E RN,
.
EAsitEsH P eEEAREy | B
2.1 FhEZE/USP/EPBPIP SRS MR-
2.2 USP/EP/BP/JP EMgE: | {BREEM EHI FEANER
2 3USP/EP/BPLP CliE | hEZ SRS
24 FEFHABKTRNIER. «
.
HraAubaRbEERnemEE | B
31 BERRELERFENATORANGHEY
3.2 BE{LERERRTLREANATARASHRMER., «
o
b=
(1) SRERAAERE—BREE  FURRARNHEAER . BTE
g, RASN, RASNSENHARE. RTERARERNBIEHE
= IREHBEREHNTNEALREENEAER BERE %
EVIISRFREEEHNRERESNNFYEATRRESEHRE
#la

(2)ATEREARENER  SEERENANLHZENHE
SAKAR, EREAZRSEMESER. ¢

(3)WFREH | EREEESN PHERRRAAM P EERE
SER , ERSENFHERFTRIL, ¢

(4 ERERERLEEEBRER 1M SLAEREREFEAETS
AXBEFIEHNAASN TR AGRERREMNEE. ©

(5 EBERHIEERENBEARREENES  HRTIP
RLAREFNFNRATIZSEREFRIAER, ©

(68) BESRTETE BEFR 3215322, 3415342,
411(1)5 (2) Pl —EFRERDA, o

o

2.1 Pharmaceutical excipients are not
collected in Ch.P/USP/EP/BP/JP.

2.2 Pharmaceutical excipients have been
collected in USP/EP/BP/JP, but not used in
domestic marketed preparations.

2.3 Pharmaceutical excipients have been
collected in USP/EP/BP/JP, but not in Ch.P.
2.4 Pharmaceutical excipients have been
collected in Ch.P.




iThe Review and Approval of pharmaceutical excipients

1
iis a new system that strengthens the safety supervision of
1

1excipients and simplifies the testing and approval items.

1

iThe implementation of the joint review system for

ipharmaceutical excipients plays an important role in promoting the quality
1

isupervision of pharmaceutical excipients in China.
§ 24 PG 7 B D B R DSR2 PR 2 4 W, 4T A S 50 0 P SR A 7 2 9
IR 26 PRV R R P A7 S 0 R 245 A R M e 3 EL T SR AR AR
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