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RIS FEoHIIGIE, FRERE RSB, MEREMSEAR
TIEPDITLERETEE, NNKAEERISRIFFTAXIHE
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BISRKARRE. B, BREIRSEEETRIsateEmE:
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==y 51 ]
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BRERIRINE.
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e, FREKHINE LIS R R E I EERE G .

() oM ERTHELRA

e NSRRI AISE LI 5 AF I, SIS R
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T HERYPIEZRE N SEFANIRE S RAKE, 5
FIBAEXRAR B REISIFI T IEZIREN A SInRRAARE. B
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(X)) EROPITIFE

ER BRI M AR SERRAFT A FIRRELER, BIEE.
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AR ENEFIEE, WREDRERE T,
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B TIEDRGET o1, RAFFRASERST o iRIIERRIA.,
MRBE LR R SR EFEEESE, BROREE—ERIZE
7, NENBE S oI A REEA .

XA RERRERT B CRIEEIRIRH TSIt D, BIFEiER:
RSB ZRT95% BB/ SN E(SPR SIA AT AR ERIIEAL R XT AL
RURTE R EREREE. MNROITERFRBAREBNZREYN (X
S RAE B ERIRRMEIERITHITRYE) | BIPE > 0.25

(EEEMER)  RIFBHIESHHITREDIMTM. WRAL
XEREZERIK (PE<0.25) , WABEEFH DT, BREINKIE
HePs&EHUXAYETEERE.

e G SRR N St Rl 3 o A7 2 H B RE R N R D FRYE
BURTERY. 1B PEERNENIF A REFRISRTER—IR.
TIRB=IRERER R SHURREFIR (ESRT) HIEIESR
EFFEESE SN SIERRIT AR, ROZRS 5 A TR,

JRN_E, HFIRsEER N R IKERR e 54 N SEPRE 2R AT (]
AU EEEUERE. MNENEAAGTE, EEMERMNRBAIAIER
HAVIS S5 NERIGRISENERE , BBRIMESRFE B SChRERATE]
SEEIIMIEREA. IMENETIFEESmE. AERoTT, 8
RIENIRHER , SFEENRIFI S IEKGHI EMIRAT
HEHREMEES, RIMEARIREMAIRILERE TENEE



EMEFEE S EREIRERRMERRR.

HHTHERIEERRI MY S SEIE TS E, ENE S
PR IR KR E ARG ERE. Y&, RN KERE
FEER. REMESMPERSL.

() A2 MEARE

SRR EMAI N EF ORI AR E SR RE T
EWHBEREANAATTH T ERRRE &S, B2, W
B THER L — IR T -

LIIRBRVER B S T ED3NEF R RIS E R
wEE, BRREETE, NNFAEREHITHARERIZENNE
SR,

2 NREBERZNEHE ZHEF R RV E IR SR
DT, NINFESEH I TINE LR mBKERRE SR E
ZZNAIERHE, RRHNFEFIEIRZEDZ3M, HITEER)
N EEBRKENIG R T6 T B RIMNIRINE.

3 ANEREBERZNERARE 2EF R RV E ISR

(9 EMR RS E N IeEdE) | NINFERAEM
REFRYRIB M TREIRREENIE, BRIENAIESUERFH
7o BRI,

B AERASEHN IS TS =N S BRI A S F=EE.

Iteyh, FER: BREMURXIENRERET BERWN
FHTREFEMANE, AEIUXAIETREFMNIE, BRI T

3



ImEAL; A, WRAERRINELREERET BETMK,
IR TR,
(L) HAR/ARE

RZRREZREXRNEEME, FixiAP/ArE EERFIFIAY
sl REABSNET NIRRT EENEEmT L, X
N AR S Pl VRSS2l I =E LIRS N =S a1
“ERIXEAHIRIRIA,

IREAPARE RS E R R MRBIFIRRREN, KW E
HARFNETEARES L.

T RIAERE

1.IM#ERXIE (Accelerated testing)

Iz % 2 SR AR i S5 RIS iR T SR IR R 25 8,
FIFIBCFIEERSIER RN, RIETAREEMAFRAI—ER7.

IR EHER o] A TSR IIER A T E AT AR
FN, AR RErE _EEBRINCESE (i)
R REFEREM,; B2, INEXREREI AT IET
1%,

2. FER IS E AR EIZHIIE (Intermediate testing)

hERIE 2 /9PAE2S C MBI RAY R A 25 80 E IR 1TTHRY
TE30°C/65% RS N TRYIA, BRIZEINNERRE 255
FIBC I RREAIEEZRL,



3.KHAIA3E (Long-term testing)

KEIIGEMEErS L8N (BditE) NE3ER (81
HY) #H7HY, EIENCESEE FRORREMRR.

4 IETAVFREEMERAFT (Formal stability studies)

IERCRYRSE A 2 P BRI E M FD E s it K i BB 22 RY
REMESEHATRIREIAINE (Behia) e, BRORE /a0
ERHZFMFEFINERE (S1aH))

53557E (Bracketing)

ERSER— e h EZRREIRITEE BIEE
WFRTRFERmRER (W, 8. 8BS HTRE
B mAYFEEEInIR, WiRTHREERinEmAvEE LR F
[EFmAVSEN. SHTIHRRIE—RYIAEHER, WRE
ASHYERAERIEEFFERIE (RARIRYERLERA R A ERERS!
AMsRF, B ERAS ER T ARRIIZREFTHIARES
ENRFIMERER) , BIRRAFESERIT. ESEARERT
REARXR/ NI EP S IA/MERREARRRIRFIHIF,

6.7BFf%E % (Matrixing)

AR — R H E=REIRT DA EREREE
HEERER, REMNEEFASHN SR ERE—ER T

H—HFm. WRKTHREREF EN B RN ENE—HERAY
REMYEANFRM. BMEXRIT N E SRR SR RIER S



£5, W, AEHER. AERE. #MRERXNAFERNEESE,
HEER Nl s R BB E,

7.5/&% (Climatic zones)

K #E W.Grimm 18 H BY #% =2 (Drugs Made in Germany,
28:196-202, 1985 and 29:39-47. 1986) , RIEEESIESE, &

EBD AN RIET.

SppEs ] EE 21C 45%RH
S TR 25C 60%RH
SR Fh 30C 35%RH
SIREIVA: B 30T 65%RH
SIREIVE: JEEER 30C 75%RH

EARGmEMRAZKRERMERIN (ICH) =X
REETHIET | IKIET 1, BE1993F 10 BiMBEIREN
HRESRUFREKBHRIMEZRHFN25CT2TC
/60%RH+5%RH; FRICHER/MXAAREFEWVRIFmE
BAESKZMSENERSFGBX L/, ICHF2003E28E1T
TREEMFESEN (Q1AR2) FRENNIGHIMESRM,
25 C+2°C/60%RH+5%RHIEFEE 925°C+2°C/60%RH+5%RHE,
30°C+2°C/65%RH+5%RH,

8. PR HIAEEIR (Pilot scale batch)

R RREIE R RRAHEG SRR . XSEHAC AR

f, FHAE—REDREENT0Z—.
e



9. EMHLIR  (Primary batch)

FFERREEARINIRAES s HIFIIGR, ERSEMEUETE
AR ERIRAY AT o B A RS FIRIF A BEA(ERER). R
FHEGBRIRANKIYZE /DB IHAIUER,; FHElFI3 MR ZED2 MR
EHiEAE, BIMURESRERN—L, BiRBERERME
KRBT E, (AHlH RRtRS 2D 2R, T
IRBRILAZR SRR,

10.47=#t/%  (Production batch)

(BRI ERRATFARIE T B RAFIRE, LAEFAREH
JRRIZGEHIF IR

117REHX (Commitment batch)

A R R A A BV TE IR B E R TR TR R S S A RS RE
MR SRR ZG B EIF A P UL

12 E2EREEZS (Container closure system)

FITFEERFIRIPHIFIRIBREST, BiENE (MRhER)
MMEEE (REEE) ; IMERAEHFIREH P,
BIRESE (Packaging system) HITEEFHRRS.

13.3E81EMAEE (Impermeable container)

IEEEMSSEEENASfEEHIBTREEKAERENS
ga. W, FEEIUR (FIF) UEEEEE, BRAINEIIRIELIRE.

14 8BRS EE (Semi-permeable container)



FEEER SRR LARREK, BRiTafl/EEKE
HRISES. BRI ETH S RMERETRE, AT 81
HANB=aE, BAIMURERIKM, SE2Bd o EHRETK
B, FEEMRREREREREMENIMG RS, (REER %

(LDPE) KBEIFZEHIFILE (LVPs) , URREZEERIER
s, . VRS,

1575580 (Expiration dating period)

FEUCHAEA, RERAEEHIFIESesinE e R TR
7, HBEREENBIHIE.

16534 HH (Expiration date)

BRI HETFSsra HFEAN, 8 XEEE
HAml, ZHF REREEENEE T, M IERESREAR
SHUERERERINE; BEtBRE, HREAseER. K8E
HE R BHEASBERERRIFD; fian, B¢, £r-HEf
/3201118108, KXXBERARP2013F1810H.

17.2%6H] (Re-test period)

B EXZHE AR EREYI AN/ RS TR L E
=, EHANEESHE, MYSHBRENEIRELE, B
ARSCAERER., SREIRERAEAN, RERESRETM
ENFE T, AAEMSRENE, Fel T ERATHIF;
M{ELCHARRS, ANSRAIZHERIZSEF=HIF], M uH TRER
S, MENERETERENFSRENE, WRNIZENEE



A, EREa LA TZRER, BERERELMERES
N—&fn, REHRE—BERFARENERD.,

18.51GHH (Re-test date)

St HIRIEEX—RKZEXINIREIZSHTER, LURIE
HIFSRENEFERTE~REns7. SaBEE-~H
HISSMERRIMFN; Hlan, SaEiR258, £r=HEI201141
B1oH, E#BHENA201351810H.

19.584TFRE (Specification-Release)

BUTIVECIEIIE. (KF. £EZ. HEMFEHAERANER
[RE;, BTFHERITIHHEFIEEEE.

20. 5 WHIE (BFREIZREFREE) (Specification-Shelf life)

BIHINECIEIE. KF. £YF. HMEMEHERAE
SHRE, ATHERRSNEERE (BXUE) REREE, &
EBEHIRFFI AT SEANRE.

21.2MAAEZFNIE (FRAIZT) [ Stress testing (drug substance) ]

EERREAZSAREIREEMEH TR, ke
EHRI—ERD, BEEINEAIEE SRIZIAEME T, W
MR, iR, EEF.

22 MMEZRIIE (FU5U) [ Stress testing (drug product) ]

R MG RIZISAXI IR ERERS N TR R, 1%
IR GREMEH AN R LHIR (20, EEWMAGHIF. FLEF.
FRIFNFTLEAKERIASR) BV,



23.[RE¥E (Mass balance)

FREFEREERDEE T ONEEARENBR T, B8
MPERFENEERIISHIRE100%ATEIEER.

24 73FMEEE (Supporting data)

PRIETVSEIERAFSN, BT ot oA, EWRIEREA (B
fHR) |, ARIRES ECESRHRIEE. SIER RS mIRE&IRIE
R INIARARIREIZSHER, I EDRIARIERL TS, BRRVEMD
W NIAFmESREEFRASE AR EAIES.

S22 3CHR

1.ICH Q1A(R2):“Stability Testing of New Drug Substances and
Products”

2.ICH QI1B:“Photostability Testing of New Drug Substances and
Products”

3.ICH QI1C:*“Stability Testing of New Dosage Forms”

4.ICH QI1D: “Bracketing and Matrixing Designs for Stability
Testing of New Drug Substances and Products”

5.ICH Q1E: “Evaluation for Stability Data”

6.ICH Q5C: “Stability Testing of Biotechnological/ Biotechnological Products”

7ICH Q6A:“Specifications: Test Procedures and Acceptance
Criteria for New Drug Substances and New Drug Products: Chemical
Substances”

8.ICH Q6B:“Specifications: Test Procedures and Acceptance



Criteria for New Drug Substances and New Drug Products:
Biotechnological/Biological Products”
9.FDA (June 2013), Guidance for Industry ANDAs:*“Stability

Testing of Drug Substances and Products”



