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2. WHO Technical Report Series, no. 1025. Annex 7: Good
storage and distribution practices for medical products.
17 June 2020. (Available at: https://www.who.int/publica-
tions/m/item/trs-1025-annex-7 )

3. Nicholas Haycocks, Norman A. Goldschmidt, Ulla Thom-
sen. Temperature & Humidity Requirements in Phar-
maceutical Facilities. ISPE (The International Society
for Pharmaceutical Engineering) (Available at: https:/

r-2021/temperature-humidity-requirements-pharma-
ceutical

4. United States Pharmacopeia <659> Packaging and stor-

age requirements. (Available at: www.uspnf.com/sites/

pdf)
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PHEEME F5E Good storage Temperature & Humidity Packaging and
SHHER and distribution Requirements in Storage
practices for Pharmaceutical Facilities Requirements
medical products.  (Finished goods storage)
R
Controlled E=¢lN 15-25°C 20-25°C 20-25°C
room 15-25°C (lower limit 15°C (lower limit 15°C ;
temperature upper limit 30°C) upper limit 30°C)
Cold or cool iR 8-15°C NA cold: <8°C
place 8-15C cool: 8-15°C
Refrigerator/ Sk 5+3%C 3-7C 2-8°C
Chilled 2-8°C (lower limit 2°C ;
upper limit 8°C)
Freezer BT -20 = 5°C NA -25--10°C
<-15C
Deep freezer NA -70 £ 10°C NA NA
FHEHEEE (relative humidity, % RH)
Controlled NA NA 20-75% RH NA
room (upper limit 80%)
Store in a dry NA No more than 30-40% RH No more than 40% RH at

place/
Dry storage

60% RH

(upper limit 45%); Stor-
age in a container validated
to protect the article from
moisture vapor, including
storage in bulk, is consid-

20° C or the equivalent
water vapor pressure at
other temperatures; Stor-
age in a container vali-
dated to protect the article

ered a dry place. from moisture vapor,
including storage in bulk,
is considered a dry place.
Protect from NA No more than NA NA
moisture 60% RH
JERRIER R
Protect from NA To be maintained NA To be packaged in a light-

light

in the original
manufacturer's
light-resistant

containers

resistant container

NA: not available
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RELAZ B PR LEL AR (B1405-FUREBC oxaliplatin
Hirinotecan) J5 3 ° 20044F#E » N R AERRA
F32H8 (epidermal growth factor receptor, EGFR)
HIHIE] (Fldllcetuximab) FIME A K74 KK+
2 (vascular endothelial growth factor receptor,
VEGFR) #Iil%] (fl4lbevacizumab) FEHHELE
i HIAE BEL A HOOPRER » ST 2R B i e B e vy Bl
o PRI ALIGFEEEE o FEHERRAIAL
e 2B 5eiR A IR AL A - SRS ATRENEE
FEMHIRA Ry E B 5 - T 24 B IS HE R Ve IR
HE - BIATEAKRAS (Kirsten rat sarcoma virus)-
G12CHIBRAF (B-Raf proto-oncogene, serine/threo-
nine kinase)-V600EE:[KHYZe%: » HETE AR ER
% HhlsotorasibflencorafenibE{dabrafenib 7] DLt
HHEHKRASHIBRAFEERIZE AT - (0N
HEBSIRIIZERE N - ARSETEIR B R R Ry
Ve AN AN D e - S = kel i
NAEAFR -

K It i U R B SS KR AS-BRAF-
MEK-ERK— HLEZLITG b L 1% R AE (e 1L A
AR E — P AR - TTEGFR HER2Z
OISR AR Bl » —HKRASE A E
SFEGFRANFHIH] (AlcetuximabAlIpanitumumab)Z:
2 3 BRAFHIRZAKRASHY Niff » D BRI FEA
ANGEABRAFZERE - 7 RN 2EE T L BRAF-
V600E - 3828k ABR 1 $HMLHRAY S ELEBRAFR
ERIF =2 A0 BIBEKRAS By 7 A4 U7 & s 5

HHE
EGFRINFIEIGHE LI » HBRAF-V600EZE5 Ty
i AZHLABRAFHIHIE] (encorafenib/dabrafenib)
AIMEKHIHIH (binimetinib/trametinib) ZKE D
EGFRENHIFEIAH K - 20204FFEBEACON-
CRC2BHMERYZE = HAbg R A Be T - HLligRe65
ALSERTGEREEHT A LAYBRAF-V600EZE8 K
BiEm A LA o1 1y R =
=E 16 Fy224 A F cetuximab (EEAAT &
400 mg/m’ » HEFFFIE250 mg/m’) & Pfencorafenib
(300 mg QD) Jbinimetinib (45 mg BID) ; —&—
#H F5220 A i F cetuximab 5 fffencorafenib ; #El
#HF5221 A B F cetuximab & JHEAELIR (5-FURI
irinotecan) © =FHAYH A AEIAS H1R9.0 ~ 8.4F1
5.4MEH - BERESER T HIT26% ~ 20%12%
AMEAEEEIR71% » 65%F147% » =L E
R FERF58% ~ 50%H161% » —HHEHER R
SR R ORE R 85 ~ WEoLs ~ W ~ HIERR R
B REM - =& & — IR R ]
A ERERNAEME - (HRH 2 [ R 2=
% NamEABERAEGERIERR - K
1% B RER A E DI RE M AL 2 ~ BN FAfE
it B = 2R A AR R EN S 8L ER G B — B A
R o HATEBEEMEEYEH R C%#encorafenib
Zrfitcetuximab R BRAFZER AU KRGRER A -
20204188 36 B B SR e & AR VG AR 5 [t en-
corafenib? fifcetuximab¥!| Fyig — % ANVERE —
BRIGHR © £S5 —MH201 84F Ay Bl 014 28 — ARG IR
REE > HLICER 14217 BRAF-V600EZE 8 KI5
WA RIS C=A B —R R 9 LA Fpanitu-
mumab (4.856 mg/kg Q2W)& fifdabrafenib (150
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mg BID) Hlltrametinib (1.55%2 mg QD) » &5 —#H ks
20 A Fpanitumumab & fifdabrafenib » 25 —#H Ry
31 Af# Fpanitumumab & fftrametinib » —FHAY%E
B8 S FER 3 71 R21% ~ 10%H10% » LA F =1
SR 5 TP A A TS IR fed.2
3.5M02.6fd H - R E0F =fEgE AR
Vemurafenibft SR B3 0 12 A R TR
0GR LG s 0 5d B A IR DR ek g S 5 B8
(journal of clinical oncology, JCO) fE20214F &%
T IR vemurafenibr (5 Firinotecanfllce-
tuximab2Ri57% HA BRAFEL K 288 1R K
LG BRI 5 — AR PR - BXEA BRI A 106
AR S AL B R A R E R AR A
LIRERE e 5 257 By =& —#H (vemurafenib +
irinotecan + cetuximab) & & —#H (irinotecan +
cetuximab) * irinotecanf%| & F5 180 mg/m’ » ce-
tuximab/J7] & 5500 mg/m” » vemurafenibfH] &
HF5960 mg QD ° #f5RER —AHAVEHE S FESR S
B Fs17%H14% - PIRTEZERIZR 73 B Rs65%H121% -
SR LA TS RS A Fe4. 2812.0f H (HR=0.5,
95% CI: 0.32-0.76, p=0.001) » EEBELEILHARS
FHFE =5 (HR=0.77, 95% CI: 0.5-1.18, p=0.23) ;
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mutant metastatic colorectal cancer: Quality-of-life results
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(BEACON CRC). J Clin Oncol 2020;38(15_suppl):4039.

2. Corcoran RB, André T, Atreya CE et al. Combined BRAF,
EGFR, and MEK Inhibition in Patients with BRAF***-
Mutant Colorectal Cancer. Cancer Discov 2018;8:428-43.

3. Kopetz S, Guthrie KA, Morris VK et al. Randomized
Trial of Irinotecan and Cetuximab With or Without Vemu-
rafenib in BRAF-Mutant Metastatic Colorectal Cancer
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Btk o= Capsule, 50 mg ; 75 mg Capsule, 75 mg Tablet, 240 mg

S ESE BT HBRAF V600224 H At J5HEBRAF VO00ZE (51 H 1AM BRAF V600285514 H.
EVIRBEER B SAINAE  SEDTMYIREEERs 1y R T YR eiE i ey
BREEEZ SRR AR OREIRAGIITE AR B3R
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R & B4 3298 450 mg QD HEEFE: 150 mg QI2H 960 mg Q12H
il ELI#: 300 mg QD FE/ N 150 mg QI2H  BESERFRIAE 22 NEIRTE Mk
Child-Pugh A: 300 mg QD BRI/ N BB/ N IR e se B AT A AR TR R
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