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USP Forum, 41(5) 2015 =9 H  In-Process Revision:

(1029) Good Documentation Guidelines
/N SCEA LR R

BRIEFING  (#5®t87)

(1029) Good Documentation Guidelines, PF 40(3) [May-June 2014].
(1029) H/NCEALFESE,  (PF 40(3) [May-June 2014175 DMiE)

This revision is proposed on the basis of public comments received on its previous
publication in PF. This proposed new general chapter provides guidelines on how
to develop and maintain good documentation practices within Good Manufacturing
Practice (GMP) operations. This chapter was created to address a need for
descriptions of what constitutes good documentation, for example, records of all
types that are clear, accurate, and complete. These records may include protocols,
procedures, reports, and raw data. The overarching goal of this chapter is to
provide useful information to the GMP-regulated industries, thereby assisting the
user in designing procedures that will promote record integrity and control. In
turn, record integrity and control are essential for the evaluation and
reconstruction of GMP activities, and ultimately for ensuring the quality and
safety of regulated ingredients and products.

Additionally, minor editorial chnages have been made to update the chapter to

current USP style.

COBERIE, PFIZLIFIAR LIEARICOWTZHE LT a A2 if#fe LT, #BRINZHDT
D, TOMBEINTZBHD general chapter i, Good Manufacturing Practice (GMP){EZE i
PIZBW T, /RO SCEALDOBIH (good documentation practices) 2, & DL I NIHIE L. 2 OHERFT
BDNTDNT DFEE (quidelines) 52 Db D TH D, Z D chapter 1%, BaF3FEH b, #il 2 IXHIE
(clear) T, IEf# (accurate) T, & L T5EAR (complete) 78R TD X A T OFiekE ., & OFEITHER S E S
PZOWNWTOFEIRET 5D Z L OB ZINY T 572012, fFRICEFENTbDOTHD, Z1b
DFLFRTIE, 78 k=)L (protocols) . FNEE (procedures) . TR (reports) B L OVE (FE) T—4 (raw
data) RENFENDTHAHH, ZOBEORMKNT 7' 0 —F k. WP Bl &2 2R LCHA
IEMARME L, FgROSEeME L FHRARET I FIRE 22— =032 LT 2 L2 FITFT5
ZLeThD, MomENDRIE, BEROTERME L EIHIL, MP IEE) O FA (evaluation) & F i 4
(reconstruction) ([ZMEDH D TH Y | EAKHNZITHN] 2 521F 5 JFE & 85 (ingredients and products) 0D
oE & B ERAET DT DICMEAD D TH b,
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Add the following:

(1029) GOOD DOCUMENTATION GUIDELINES

(FREE : HEDOEHICH2EFIL. BEOLODIRERMLG LD TH D)

LINTRODUCTION  (JE LU BDIT) ittt ettt ens
LI PUIP0SE  (H ) oottt ettt ettt e eae e ereeaeene s
1.2 Scope  GEABEIH) oottt ettt ettt

2. PRINCIPLES OF GOOD DOCUMENTATION (EF LWIIEDBFHID o

3. DATA COLLECTION AND RECORDING (7 —# O & F0HK) v

4. DIFFERENT TYPES OF GMP DOCUMENTS  (GMP LEDEFEY A7) e,
4.1 Laboratory Records — (T ZRDTFLEK)  wooveeveeeeieeeeeee et
4.2 Equipment-Related Documentation = (B&ZSBIIE D STEAL) oo,
4.3 Deviations and Investigations — GEFLE TR  oooeeeieieeeeeeeeeeee e,
4.4 Batch Records (/32 T REERTE) oottt
4.5 Certificate of Analysis  (UPHTREBTE) oo
4.6 Standard Operating Procedures — (BEHME/FZETFMEE) oo
4.7 Protocols and Reports (7' F 2 — /L E3RAEE) e
4.8 Analytical Procedures — (7T 7)o
4.9 Training Documentation — (FIFHITEE) oo

5.RETENTION OF DOCUMENTS  (GEERDIRET) o,

oK XK
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1. INTRODUCTION (XL ®»I2)
1.1 Purpose  (HHY)

Documentation can be viewed as the foundation of all quality systems because clear,
complete, accurate records are essential to all operations and procedures. This
general chapter provides guidelines on good documentation practices for the Good
Manufacturing Practice (GMP)-regulated industries, to be used in the production
and control of pharmaceutical products, active pharmaceutical ingredients (APIs),
excipients, dietary supplements, food ingredients, and medical devices. This
chapter describes the underlying principles of proper documentation for GMP
operations to assist the user while working with GMP activities. These guidelines
should be helpful for building the basic foundation of a quality system that will

ensure proper documentation as well as record integrity and control.

HIPRC, 5842 T, D OEMEZREEE (clear, complete, accurate records) (X, 4T OVEHER L OFIEICLIHD
LD THDHDT, LEA (docunentation) [ FBETOFE T AT LOKEMEE RS Z LB MHkD, 20
general chapter %, GMP i 252 1) 5 {12 x U T/ RO SCEAY D B (good documentation practices)
IZOWT DFEEE (guidelines) 525D TH Y, EFHMLOEGE L EH, 3L (active pharmaceutical
ingredients ; APIs) . WSHIF (excipients) . TEBEMIENA N (dietary supplements) . BESHAKSY (food ingredients)
B L OERRBELR (nedical devices) (TR T HMMAEZRNE LTS, T chapter &, GMP {HENHEF
LTWBSMOa2—Y—2FIT 572D, OMP 1ERED 72D O 1E 722 SLEAL O FEARBYFAI (underlying
principles of proper documentation for GMP operations) Z IR X7 b DT D, ZILHDHTA FT7 A4 1%, ik
DFEENE (record integrity) & HRE L T, W IE72 CEAL (proper documentation) ZHRFET HTH A 95 &
VAT DOFEARBIFEHAA. (basic foundation) ZBILT HTDDIIT ETRETH D,

1.2 Scope (i FH#tFH)

This chapter covers different levels and types of documentation, including paper
and electronic records that consist of raw data, reports, protocols, and
procedures related to manufacturing controls and analytical data. The chapter also
includes recommendations on information that should be recorded for various types
of GMP documents. Electronic systems should be developed to meet guidelines

described in this chapter.
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Z @ chapter (X, LXEDBFEDO L~V L XA T H A= LTEBY, T, & (RE) 7—4,
WEE, 7 ha— BROREFESOTT — Z IR 5 HEN B 5 3 L OE FHIFLER (paper
and electronic records) N EALD, Flo, ZOEIE, FHL A 7D GNP LFEITFLEKAZT 9 N EHHIC
ONTOHEL ZA TN D, BTV AT AL, ZOBEICERLATWDL RS RTA FT7A4 12E
T 2L ITHIETNETH D,

This chapter does not provide information about all applicable current legal
requirements, nor does it affect any applicable current requirements under GMP

regulations.

ZOET, MHEZ T 22 TORFTOERFHIZOWVWTOFERE 52T\l F72. GMP HHAD
CHHBUTOBEA SN TV DU 72 5 ERFIAICE A 5.2 5 O TIERu,

2. PRINCIPLES OF GOOD DOCUMENTATION (2% L\ 3CEOJFHI)

All steps related to the manufacturing, testing, packaging, or holding of
pharmaceutical products, APls, excipients, dietary supplements, food ingredients,

and medical devices should be documented.

[ 38 b 0);@3% N R S LAY e . JREapts) . WRIDAN (excipients) *ﬁﬂb@ﬁ%ﬁuu (dietary
supplements) | ﬁuu/{‘j}ﬂ%(food ingredients) j'Oc]:U\[:%%%EE (medical devices) \_1?1{‘\635(@27‘ ‘)7 = '
HxdoZ &,

Good documentation principles for manual or electronic records include the

following, as applicable:

<=2 7 V2 LD (nanual) . H BN ifﬁ’¥[§/j 73 na% xj“é‘é;ﬁd\@jti@ﬁ \J (Good documentation
principles) Gj:\ uxél'éﬂéia/fn\ciu—l:@i 9 figlﬁ%é?{j’ :

Records should be clear, concise, accurate, and legible.
?Eﬁ% Eﬂﬁ%(clear NGN ﬁk{%ﬁ(conclse)f Eﬁﬁ(accurate . MDF uﬁ%b‘ (legible) Z &

Data entries should be recorded promptly when actions are performed.
51‘_‘& 0>§B%Z/)\j7 (data entries) Gj:\ T = ‘/%fﬁif) 7LC7L£ E)@i\ lﬁ%éléﬂﬁﬁ“é Z &
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Backdating and postdating are not allowed.
% AT, B IOV B 1T ackdating and postdating) 1E. FFI 7RI &y

All corrections to the original entries should be initialed and dated, with
an explanation included in cases where the reason for the change is not obvious.
BANTFEH, AT LT=%E (original entries) (ZXFF % & 5 W HETIE (corrections) IL, (it : 7T EH
o) A =¥ AN EMNTLZ L, ZOREG, TOL I REEZTo BB AR#HT 5, 2D
HEZIL, ZEOHHARHB LR TWRWEEDOFMIALEENDL Z &,

Data entries should be traceable to the person who made the entry.
51‘_‘& ®§B$12/7\j7 (data entries) . %ﬁlﬁi‘/ FU— L7‘:75>7ZfiEE')]‘HI§Ef£: ko

Uncommon abbreviations and acronyms should be defined.
— A TR WIKEE I TREIL, EREITO 2 &,

Controls should be in place to protect the integrity of the records.
LDV IRHET D7D OE A, WU TH &,

In the event that ink may have faded over time (e.g., thermal paper), a copy
can be used with verification of its accuracy; the copy should be initialed
and dated.

A 27 BREEFRIBIC L VIRET S (B, BUEHD) KO RSGE . TOERMEOHRICaE—
EEHTL2ZENHERD  E0oar—lid, A=y e AMEZRETLHZ &,

Notebooks, data sheets, and worksheets should be traceable.
/ — I (notebooks), 5“‘_‘& T — b (data sheets) BLNT —72 2 — b (worksheets) L. L —2R P3A]
RBThDHZ L,

An adequate documentation system is needed to ensure data integrity and
availability of current and archived records.

T 5B I, BIEBIOT =04 7 SN 58 O H TR Z RFET 572012, )
BRI AT DPMELIND 2 &,

Records should be retained per regulatory requirements and be readable during
the retention period.

FLARITTEA 0 SR 0 U CRRFF L, PREFIFT T IZZ 2B rTREL 975 2 &,
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All pages should be paginated. Attachments (supporting documents) should be
paginated with a reference to the parent document.
ETOHIE, N—=UBFEMITDIE @EE: 2BEENTH T EDBZ0 BT RYE/ SRE O
Tho) o MR (VAR— FICEE) (3. BSCE (parent document) ~DBMTE DL 512, HE
AT D &,

3. DATA COLLECTION AND RECORDING (5 —& OEUE L 204%)

Formats for data collection and recording include, but are not limited to, the

following:

T =2 O EFLERORRRIL, TOFHEA G L, 72720, ZRIZRESND O TIERY,

« Paper forms, data sheets, and worksheets
HOTAHME, 77— — b, BIOXU—27v—}

* Notebooks and logbooks
VA WS/ SR ON =8/ av /4

* Instrument printouts
RO ) R T Dk

* Electronic data obtained with a system such as an electronic data system,
laboratory information management system (LIMS), or electronic laboratory
notebook (ELN)

W2 T —H T AT A (electronic data system) , 7 NHFWYRY AL N T AT A (information
management system :LIMS) . & DVMIEFHI/ — 7w~ 7 (electronic laboratory notebook ; ELN)
THELONIETNT —4

All data should be permanently recorded directly and legibly when the activity
is performed. If it is paper record, then it should be recorded in indelible ink.
The use of transient records must not be used for documentation of GMP activities.
All data entries should be traceable to who made the entry and when. Additionally,
electronic records must meet the requirements of the Code of Federal Regulations
Title 21 (21 CFR), Part 11.
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BTOT—ZIL, ZOIEBZITSI2GEIZIE, BHIZH D545 < (directly and legibly) . TEARIIZ
BHEIICHSHT DL, b LENEZRICTEEHKLIZO THIURTEZ D I & DIRA > (indelible ink)
TR D2 &, AEMZREEER (transient records) DAL, GMP VEEN DO CEA L TIFEMA LTI 672
VY (must not be used) o 7 — X DETDFLA AT (all data entries) (£, =¥ b U — GR&EE: UFzo (=
YR —) OR@ERERTS) & LICODRHET, TR L7 ML — A0 AREE 3725 2 &, WICE TRk
(FBRENIFESE 5 electronic records) (X, Code of Federal Regulations Title 21 (21 CFR), Part 11 ®»3E
KIZEE L2 UL 72 B 720 (nust meet the requirements)

Any change to an entry should be made in a way that does not obscure the original
entry, with an explanation in cases where the reason for the change is not obvious.
Changes should be traceable to who made the change and when the change was made.

For clarity, predefined correction codes may be used, for example, WD = wrong date.

T Y= DR AR S, RO MY —EEIRWHIET, ZOHEB A LTI
&, TR, BEICHT HEBENPHETRVEAOBAEEL I L, BHEIX, TOEEEZHEN
TV fRRZAT S 722022V TC h L—AWAMRER Z &, R EEshiz b %) BREICT H72012,
TOHRELIZEEa—RF2EHATAZENEE LV, #HlxiEX “WD = wrong date (BER) 7 ThHD,

Notebook pages and worksheets should be used consecutively, and information should
be recorded chronologically. GMP records such as batch records, test methods, and
specifications should be given unique identifiers and use version control for the

documents.

J — ]\7/7@5\‘3}3420\]7‘—7 v }‘Gi\ @%ﬁéﬁf (consecutively) ﬁﬁﬁ‘é Z &o - Lf\ %Z}’L';J
DIFHIT, KERFIIY (chronologically) (ZFRERT H Z &, Ny FiiskdE, RBRILER X OHIK O GMP
EEREIT. BA DN 2 — K (uique identifiers) 52 . Y XEOEHESZHHTLHZ &,

All data entry fields should be completed. A single line and/or “N/A” should
be drawn through portion(s) of a page that are not used. If the record is in an
electronic system and the system provides traceability of who filled each field
and when, the field can be left blank.

BTCDT—ZDT hU—+ 7 —)U K (data entry fields ; A/ ANEH 1L, TBEDINETEHHIT D
Tl AL TOWRWEDOES ks 1L, —AHR (single line) ZANLDZ LR, “NA” &
FATHZE B LD E TN AT LATHY  EDV AT ANEDET 4 —/V K& T2 L (filled)
oD, TR, FEPITST2MO R L — AR THIUL, TDO7 4 —/V REZEMOFE FHRL TBW
THRW,
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Decimals less than one should be preceded by a zero. Rounding rules and guidelines
on significant figures are described in USP-NF General Notices and Requirements.
All dates should be expressed in a format that clearly indicates the day, month,

and year.

— Al D/ EE, SEHAICE 1 (0) A RC#ET D 2 &, EEAATUEIZ OV T OO D/L—/L (rounding rules)
L ¥E#HE. USP-NF @ General Notices and Requirements (ZiR XS5 TCW5, &2TOHMIX, H.
A, FLTESPHABIORINAEATERIATSZ &,

All GMP records should undergo appropriate review and signature by a second person
to confirm the accuracy, compliance, and completeness of the entries. Additional
signatures may be required on the basis of local Standard Operating Procedures
(SOPs) for different levels of review (e.g., performed by, verified by, checked
by, reviewed by, approved by) as accountability steps.

2TO GMP FREEIX, 2O b —DIEMEM (accuracy) , IEMEAYE (compliance) | 35 X UNTELM:
(completeness) ZMEDND DT2DIT, 5 & (secondperson) (2L VYR L B 2— L B4 (signature) &5
F5Z L, BB (accountability steps) DL H 72, LE 2 —DFFEDER 7= L~L (Fil 21X,

Feh, MR, LEa—, EKBEWot ko) AL TIX, m—Hb7e Gk : &4k Lok o)
FEHEVEZEFNEE (Standard Operating Procedures ; SOPs) (2D & | HARDZBANNKLIEL R 0b N
VY,

An official record of signature and initials should exist for each employee or
can be contained within the document. Controls should be in place for assigning
signature approval requirements and delegation of signature authority, when

needed.

BB BITHOWT, B4 (signature) BB LA =3 ¥ /L (initial) DARREEERNTFAET D 2 &, F7213.
j(%qu]ﬂz =2 FNoHZ L (>l< ) o %Z[ ﬁ‘(%@g*@%ﬂ n4C (assigning signature approval requirements)33 &2 (N
(W 5AITIT) %Zl *ﬁﬁﬂ@éf%(delegation of signature authority) %ﬁ@”:%ﬁ'ﬁ—é &,

* o GREE) BAOXECTHECRAE XA T LTHY, TOLEHDLWVITETIZ, BHHDLWIEA =V ¥ L EITH
(5K, BRLFEEATLIN) BRKOLORH D, BEIE, ZOXHIRTLELZHBLTNDLIOTHAS ),

In the event that verified copies of raw data have been prepared, the verified

copy may be substituted for the original source as raw data.
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T =B (raw data) DWER SN2 2 E—BER SN B HA 2 OMER SNz a v —34ET—2 L LT,
FUVIFLDEDOLEE XTI,

All multiple—page data sheets or instrument printouts should be signed/initialed
on the first or last page with a note indicating the total number of pages. The
first page and all subsequent pages should be uniquely identified to the activity
being performed, such as the notebook reference, study number, or worksheet

reference.

BEHENSRDT—F 2 — N ERITEBRNLD T Y B 77 b (nultiple-page data sheets or instrument
printouts) (TN Y, BRFEBARIEL 2RI, BEELIRKORIZES A =V Y VAL T
58 (%) BAOEBIOZO®RIKES RTOEIL, /— 7 v 7 ~DBH (notebook reference) |
TR S (study number) HDUVNEIVT —7 2 — F DB (vorksheet reference) D L 9 7217 H RE{TENZ

;ﬁ‘ Lf\ *%Eﬁﬁzﬁﬁa%”éﬂé ZE (should be uniquely identified to the activity being performed) o

* (REE) : 2OXETIE, EBEZ LD 2 WIIREOHIZE# T2 (Thabb, XFED O L 1 EFOAITELHD)
TLHZETRWET2EAMBER NS, LAl (1990 805 2010 i) 12, BAROENMEEOEFHRIL. FDA
WFR D BTN — IR =V AT 5 (Thbb, £HIC BYE4£EH ( “Page x of X pages” )
DA T OUERHDLEVI DO THoT,

4. DIFFERENT TYPES OF GMP DOCUMENTS  (GMP LEDOKFE X A )

The following or similar documents should include the following information, but

are not limited to these items.

PLFICBR AR LEDH D WVIIFREEZ2SCEIL, RO X HRE#REED5H 2L (2720, FROEB IR
EINDEOTIEARY) |

4.1 Laboratory Records (7 R DFCéR)

Laboratory records should be organized to ensure that the records are concise,

clear, legible, and accurate, and detail the following:

?ﬂ‘@%ﬂf&% (laboratory records) . /F’;'ﬁ(/%—g (concise) C. Eﬁﬂﬁ (clear) T, gj’f%(57< (legible) 2D, LLF
IZah A & 9 GlEﬁﬁﬁ\OEﬁ’*Eﬁ (accurate, and detail) T D T Ll
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Description of materials, such as reagents. This information typically
includes the material name, manufacturer and lot number, titer or
concentration, expiration date, grade (if known), and a reference to the lab
notebook if prepared in the lab.

I L VoL S e~ T VT Lo, ZOFHRIT RIS, T VT4, WEEE Lo
NEE. JMEE PR (titer or concentration) . HZNHAFRH (expiration date) . ZFfk (grade T LYo
TW5251E)  BER b LEO TR TERL TNDIOTHIET R ) — T v 7 ~DBH,

Identification of equipment used. This information typically includes equipment
name, unique control number, and calibration expiration date, as applicable.
] Lo SR DR E, T OFRIT—RINIC, BEROLAFR, EAEHE S (uniqe control number) |
BELO YT 56100 KIEANWIIRHA (calibration expiration date) 237 AL D,

* Procedures used.

i/ L 7= 5k

Measurements.

ER U728 G socichEET, 8 Led s 7Rk, Rigko o &L Ebns)

+ Formulae and calculations.

AR A L URHRRE R

» Results and conclusions.

RESRE X UK

4.2 Equipment-Related Documentation — (# 25 BE1H o> St EAL)

All equipment used in manufacturing, testing, packing, or holding of a rawmaterial,
component, API, finished product, or other similar item should be maintained and

qualified for its intended use. The documentation related to equipment includes:

B, B, ik, OB w3ERPRR K L. D WO R O) REICE
L 72T OB IT, %®E%k?é% (XL T, &L owESEHGE 5 2 &, BRI B
THXENT, UTOFHEGL Z L
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+ Policies and procedures for operation and maintenance

EILRE LI MEED =D D HE (policies) & FIE

« Use and maintenance logs

B L OREDr 7

« Calibration or qualification records
%‘l‘% HDHU \6‘5(3@*%‘?%’@%}8 (qualification) @%ﬂ?&%

Instrument labeling

BEEROERIR G CORGEIERE, WRICZOAHERFTH L, LIFRLT)
4.3 Deviations and Investigations  Gfufiii & FH#)

All aberrations, anomalies, and exceptions related to manufacturing, testing,
packing, or holding of a raw material, component, API, finished product, or other
similar item should be documented. Once documented, the deviation should be
evaluated and investigated, as appropriate. Procedures should be in place for
documenting, evaluating, and investigating such events. Documentation of the

investigation should at least include the following:

JEURE, BIHEA B (component) | JFUEE, AR BRI B 2 WXL WS ITHR D 42 T DR, (aberrations,
anomalies, and exceptions : %) |X, XE(LTH I &, XELEIToKIC, HEIWZEU T, ZOMMAE
FElL, AETDZ L, TDOL I RA XU R (events, Hik#) %, LEL (documenting L. Rl L. %
L CRA (investigating) (2 LT, FMEITEGIR D TH D Z &, HAEDLEIZ, DR THRD
LOoRFEHEZEDLZ L,

X TRE INLD3IODHFEO =T VAT AHATH S, L, RICKELS X H, b 3 SDHEE
\ZIET S S “deviation” THHEWH, RBLLE - TWN5,

« Description of the event
A4 X h o7k

Root—cause investigation and trend data analysis

WMAERFAEL FL Y RF—X OS50
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Responsibilities of people involved in the investigation or deviations
AL 2 WIFEILIZER D NEOFLT:

Corrective Action and Preventive Action (CAPA) with timelines
ZALTA L (timelines ; HIfR) % & D EHE - TEHEE (CAPA)

- Review and approval
LB = — &R

4.4 Batch Records (/X F k)

A Master Batch Record (MBR) is created as a template for the manufacture of a
specific product. An Executed Batch Record, based on the MBR, is used to document
the steps and materials involved in the production of a specific batch of a raw
material, component, API, finished product, or other similar item. Typically, the
following sections are included in a Batch Record, and should be approved by an

appropriate representative from the manufacturing site or packaging site:

¥ AH— + Xy F « LI —F (Master Batch Record ; MBR ; /S v FMgs sz imA) (3, 45 8UH 0Bz SV
T, ZDOT T L— b EERTD (%) , MBRICHESW T HE i MG FEXIFLH%E (Executed Batch Record)
X, L, B (component) | JRUHE (D) | HofEHLAL (Finished product) 3K TNE DAMDFEEIT 2 W5h D
Ny T BITEICAR D TRREERE & MBI ED L S Il oo g b T 5720 S s,
— AN T D' 7 >3 BNy FREEREICE O B, BUEPT manufacturing site) & D WL EZEVEZFERT
(packaging site) DIYI72XFRFE (appropriate representative) DSAFREITH T &\

¥ D ERE R RF— - Ny T - La— NI FRAORE BEICERT D0LERH D,
WETR T, BERM I EIERPLELEE X LD,

Header information (e.g., product name, batch number, manufacturing site)
~yZ—IEm B 2E, Wk, Ny FES, B1iERT)

« Unit of operation (e.g., blending, coating, filling)
BEORAL (Bl I, BRE, 2—T7T 4 7, RIH)

Manufacturing process

w7 ot 2
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v Target weights (raw materials)

AT (e

v Conditions (time, temperature)

ES UGNy

v Deviations and investigations

i & OGR4

v In-process sampling or testing
TREAY 7Y 75 WO IERER

v Other critical information, as applicable

WHT DA, o EI

v Sampling plan for release, stability, and retention
Hjﬁ (release) . 'ﬁ‘"ﬁiﬁ‘l\i (stability) . j;SJZU\T%ﬁ (retention) @'H’V7OU V7§+E

v Review and approval with approval dates

AR HEAM RO L B 2 — L KGR

4.5 Certificate of Analysis (X HTEERAE)

The purpose of the Certificate of Analysis ( “C of A” or CoA) is to report
analytical results for a specific batch of a rawmaterial, component, API, finished
product, or other similar item. Typically, the following sections are included
on a C of A and should be approved by an appropriate representative from the testing
site:

SSMTEERAE (Certificate of Analysis ; “Cof A” F721% CoA) D HANL, JFEHEE. A (component) | JFLK,
AL, B D WIS OB 2% Ok RICBE L T, #EE2T52 L THDH, — KA, U
TotZ T arz “Cof A7 ICWUFEINTIRY , BB (testing site) DEUIRRIHENWKR LT
HTk,

Vendor, supplier, or manufacturer information (as applicable)
RUH— B TTA4Y— HDHNTE EAUT 255610 HEEHITRDLIEHR

CORXIF. KEEBF (USP) DBEITHZ T, ELICHISATREC T BT DEFEM T . RXITIFBT RN REB/IXI1THH
YFET . RXIIEHNEER TS LTOERICBEFE A RRIAHIETEIE. BT REXITH-LTTEL,



USP Forum, 41(5) 201549 H In-Process Revision: (1029) Good Documentation Guidelines LifeScientia
Z OXFERHE USP OBETETT, WEDRMKERIT. BEFHD USP IZTIHER T IV, Page 14 of 19 pages
Product information (name and strength)
LR (A PRI K ONREE %)

* 0 G 2B, HAOBRME BIZIX1EHZY) Y0ICEEND, FEROGHERREEZHET

Results for the specific batch, with name of test,
and result for each test

BHDHNY FIZONTORER, ZHUITABRDOL TR, FFAFNME (acceptance criteria) | £ AR Dl S

(result for each test *)

acceptance criteria,

ko GRIE) ZOB/BAD “each test” 1& [FRBROIEH | & %72, LL, HIHAIZOWTREROM Y K
L (replicates) ZH o734, PIIX2ROKEL LA, Z0O20OEA DT —X itd#+ b2 L

ZERLTWDAREME S H DO T, HEEPLETH D,

Conformance statement or equivalent

f]@/a\j (conformance) L*’C‘b\ék@?g%\ ifl&i%ﬂkﬁ%fcﬁ%w

Reference to procedure and specification document

ji/ii (procedure) j;SJ:U\/i\E% (specification) ’\@i%@iﬁg\

Reference of data source

T =2 DIRESGT (data source) (26225 S

Approval and date
GRIE : 20> “Con” ) KFR & Z D Bft

Expiration date or retest information
AR AE1XY 7 A b (k) OfF#H
* o (FRE) BIAIRRER EC, BBROREOAMENTINTH, HAFFECHAZRRTHZ LT, FHIED

=y,

BE NS EFERIZILTND Z & ZRiET 5 72 DR
4.6 Standard Operating Procedures  (FEHE/E3EFIEE)

The purpose of an SOP is to provide directions to trained personnel regarding a

given set of activities. SOPs should be clear and concise. The following sections
are typically included in an SOP:

SOP ®H E/ch:\ HbDEHZ ';DZ}’LTC??@J@“[Z v b given set of activities) G:Eg L C, %ll%ﬁ%ijﬁ(ﬁQH%é
W—*Ei‘%f’é‘x)_é ZE&Th 5, SOPs %, Eﬁﬂi@f#’)?ﬁ@% (clear and concise) & 95 = &, SOP %, *ﬁ]&ﬁ/ﬂ:\

CORXIF. KEEBF (USP) DBEITHZ T, ELICHISATREC T BT DEFEM T . RXITIFBT RN REB/IXI1THH
YEY RXITENEERIHLTORRICBET R A ZRHGHBEITEIE, BT RIITHL>TTEL,



USP Forum, 41(5) 201549 H In-Process Revision: (1029) Good Documentation Guidelines LifeScientia
Z OXFRERHT USP OBFETRTT, WEDEAMMRIL, BHD USPIZTIHRT I, Page 15 of 19 pages

UTovrZarnagExEhnsd :

« Purpose and scope

H Y & i

+ Instructions and procedure
fBr & FIA

* Responsibilities and roles

A & A&

+ Materials or equipment, as appropriate
U THEAITIE, JFEMEE (materials) & 2V TS

« Definitions or references, as needed
WEG U TER S D WVITS G B}

+ Review and approval
LB a— &R

Revision history

URT R
4.7 Protocols and Reports ~ (7'& |k =2— L & i)

Many tasks and activities are executed on the basis of a predefined, preapproved
protocol. The results of these activities are then documented in a final report

with conclusions. Examples of such activities are as follows:

% < D L WEE) (nany tasks and activities) X, TOHE I, EKEED T T b 32—/ (predefined,
preapproved protocol) (ZFHe DWW TITOIND, RIZZEDFERZ, fam & HIThkkREETCENT S, £
DX RIFEHOEHNL, UTOKRZREDTHD -

+ Equipment qualification

Pds DR VERFAR
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+ Analytical method validation or verification
IMIFEDNRY F—a v EREIRY T 4 =g v

+ Manufacturing process validation
G T o ZADNY F— g

« Analytical method or manufacturing technology transfer

ST 5 & 2 W ELE BN DR

+ Cleaning validation
Y ==V NYF =gy

« Stability study or testing
ZEMHE F I L E R

+ Comparability study
b AT REME R A

Both the protocol and the report should typically include the following sections:

7o b= BIUOHEEOWA L, KK, UTOLIRtria 28T

+ Purpose

HHY

« Plan or instructions
BN EC =7

* Predetermined acceptance criteria

T ORIE S FVIZFFA W AL e

« Deviations or investigations, including impact assessment (or a reference to)

B E T ITRA, AT o7 MRENEEND (B D WITBREARH)

+ Assessment or evaluation (for report only)
§¥ﬁﬁ (assessment or evaluation - * ) (i&%‘%@igg L/VC@J%)
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* :FUE “assessment” & “evaluation” DEWMI, FEILFFI ARV TIRBEZ TN TH, FEFGEE O AMIC
EHGARY,  “evaluation” X, EHOE WD & R LD HAHE§ & BN 221 H 3R
FoTWDHEEDL I REUEZT D, “assessment” 1T EHELNE VD L EFRERBPE LN TRV ERE
T, B TNT L OIR=aT AT 5,

+ Data reference (for report only)
T2 OSRE (WEFEICHALTOR)

+ Review and approval
L B o— L KER

« Revision history

SET IR
4.8 Analytical Procedures (%34T /71%)

Analytical procedures provide direction to an operator on how to perform a given

analytical test. The following sections will typically be included in the

analytical procedure:

SHTTE, D52 N0 g EORIZAT O MW TORRTRE 5250 TH D,
PLFov 7 vaid, 87 a i, moiiEC—KNICEENL LD THD -

+ Purpose

H A

v Test information

BRI 4R

v Product information

BTG

« Safety information, if applicable
H LS T 555813, ZetotE®

+ Materials and equipment
~7 U7 L ORER
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Procedure, as applicable
M4 53E1%. FE (procedure)

v System suitability
AT LA

v Preparation of solutions and reagents
IR OFH L & B3

v Preparation of standards and samples
MEARERS KO 7L DR

v Instrument parameters
HIERERR D /XNT A —H —

v Calculations and reporting
R L s

Review and approval with approval dates
WEME LT, b E 22— KGR

* Revision history

URT R
4.9 Training Documentation  (Flllfgi Sc )

Personnel should be trained to perform their assigned tasks. The training should
be documented, and the training records should be retained and kept readily

accessible. In general, training documentation should include:

BEIX, ZORVYTONTEBEZITOIZO, 2252 L, ZOFIITCELLEITV., £ L
TABREEAIER L, BHICERYEED LI L TRET L2 L, — i, o scE L, U
TOFHEZEGEATND :

* Training description including name of training, version, and mode
(self-training or instructor led)
AL, N—Tay REE - gEor?)  BIOERX (HE (self-training) 7>, AEEOFFEE N
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/? 5 D> ; instructor led)

Completion date
56T H

Information on the trainer, as applicable
MU T LA, JIREEERE (trainer) DA

5. RETENTION OF DOCUMENTS  (GR&kD1RE:)

An adequate policy for record retention and archiving should be established for
the above records. The required length of time depends on the regulatory

requirements or company procedures; however, it should be at least 1 year after
the batch expiration date. 2S (USP39)

RO LT, SO L T — I A B2 7 (archiving : REE AR L, A5ICHY HES L5
o) ICBE L TOBEYIRTE olicy) ZMELT DI &, Rl waemE2) FRIE SIX, &
4 TOEK (regulatory requirements) & B3 D FINAEE (company procedures) (IZ/EAT S D, 3 LML S,
Ny FORBMRA%L, D7 TH1HEMETET L&, 25 (USP39 5 iBHH)

Auxiliary Information (J&iU{F#k) - Please check for your question in the FAQs

before contacting USP.

(2015410 H 15 0 #ER)
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