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Storage of cold chain product




Storage - Distributor and Warehouse
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Storage - Hospital

» Storage and handling conditions should comply with applicable
national and local regulations (ref. WHO GDP)

» Wholesale distributors must have suitable and adequate
premises, installations and equipment, so as to ensure proper
storage and distribution of medicinal products. In particular,
the premises should be clean, dry and maintained within
acceptable temperature limits. #tZ5:EFR W EEHEE S B ES
RITESRIS PN - ZREB RS - DURREESE S ME KB HEE
m o WWIFESFI AR RF - IR RERTEIESIEERE
FEA - (ref. PICS GDP draft)

Storage Equipment

CDC does not recommend
storing any vaccine in a
dormitory-style (or bar-style)
combined refrigerator/freezer
unit under any
circumstances.

The use of dormitory-style
units for storage of VFC

vaccines or other vaccines
purchased with public funds is prohibited.

Bl S PR KR (R 488
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& Validation Plan
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- B Ry 0 4 0Q, PQ)
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3.4.1 | 4 RS B S 2 AT A % 4 | All equipment impacting on storage
JE A% Hf{ A g }g % B 846942 £ 3% | and distribution of medicinal products
SR E R U BB ER 3:}] should be designed, located and

M 8 Eﬁ o {% F AT 90, B M 8 maintained to a standard which suits 1ts
N intended purpose. Planned maintenance
HR AR should be in place for key equipment
‘vital to the functionality of the
operation.
3.4.2 Jﬁ 7}’\ ';g-; ﬁ%lj JSQ ,,BJ 7?; Tt 773 52 | Equipment used to control or to -
2 f 1 A% JR Ko 919 5 M 37 4% 48 5% | monitor the environment where the
;}: 4 B R PR g i Jf’r K E o | medicinal products are stored should be
| calibrated at defined intervals based on
a risk and reliability assessment.
EEE2 T

1. ZARIE—R? RIEZEEER?
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BIRERZeE BAGEEHE
3 A 4O R BETR B 51 E
B o BRAHETHERR
B o 3T HR R LR AR SR TS AR
By EAE B o

Calibration of equipment should be
traceable to a national or international
measurement standard. Appropriate
alarm systems should be in place to
provide alerts when there are |

| excursions from predefined storage

conditions. Alarm levels should be

appropriately set and alarms should be
regularly tested to ensure adequate

functionality.

HRIRHR

1. AREZRIM? REAFERR? MBS 15 MENE?
2. ERBESHINEE? MEMIRMG?

3. &’
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3.4.4 | ey 45 ~ 453 LR AR B4 ¥ | Equipment repair, maintenance and
R A EE B ST M o 3% | calibration operations should be carried
Sk WS o R A2 B AR AR B out in sgch a way that ﬂ:le integrity of
B4 B R o the medicinal products is not |
R compromised. Procedures should be in
place to ensure the integrity of
medicinal products are maintained in
the event of equipment failure.
SER T
1. FEKERZEEEIE?
2. RIEREFTR/EESE?
3. ZEERRIRIERER?




Mode of Transportation




Mode of Transportation
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Mode of Transportation
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Various packaging for cold chain product delivery
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ZE3& (Active temperature container)

- ZEMKRFTRRNESE  IMEIRIZARZE
(FHT) - SEES MRS (B @ 520K) ~ X
(=EIEMITIER FB=E - Bef)

- O] fEMactive temperature controlled

container (i.e. Envirotainer ®, Safe ® ) 1E
REEREE ORIERE - SeiR B IESE
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- WEBWKS/BO% - D HEESHESH
HWEE

 RREN B 485
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ZEiE (Passive temperature maintained package)

Summer

 RREN B 48 S

Tam paraturaf'c |

a0

10

RePak 120 - Basic Specifications

Temperature and Holds 2°-8°C for up to 120 hours

Time range (performance data available on request)
Qutside 48" x 40" x 41.757 (inc pallet)
Dimensions

Interior Capacities | 32" x 24" x 257
Up to 140 Ibs payload

Weight (empty) 177 Ibs (without pallet) approx

Stacking Capacity | 4 high (empty); 2-3 high (depending on payload)

Other options Flastic pallet; re-usable outer covering

. - | S— L_.
e —
——— — - L -
e
T T L] T
a o= == 2 L -] fizn
Timeihi
—m—mm—mm—mm—mmmm—i—mnq
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Internal Dimensions External Dimensions Volumetric T-500

cm ] cm in Ib kg Ib GelPaks
20 20x20x20 7.9x7.9x7.9 32x32x36 12.6x12.6x14.2 1.70 374 6.00 13.20 6
30 30x30x30 11.8x11.8x11.8 42x42x46 16.5x16.5x18.1 240 528 1350 29.70 16
3040 40x30x40 15.5x11.8x15.5 52x42x56 20.5x16.5x22.0 390 858 2000 4400 24
45 45x45x45  17.7x1A7.7x17.7 57x47x58 22 5x18.5x22.8 590 1298 3150 69.30 40

Half-Pallet Cool 60x40x58 23.6x15.5x22.8 81x61x70 31.9x24.0x27.6 1250 27.50 69.00 151.80 18
Half Pallet Freeze  68x48x58 26.8x18.9x22.8 81x61x70 31.9x24.0x276 1250 27.50 69.00 151.80 n/a

1. ZWERF(ERkEN26E - ZEMR - A&
. EENAEN  BEfEE YELZEZER -
RIB(RT ~ E2) URERANEE ‘
REWO S5 (Al MEMECH 2 BIRHBMNE) =
REZNZ /D FEmEa HoR R4
REBENRGEESHE

2 A IQ Protocol

vk Wi
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1. SRR (O] DU S KB S i oK) AR/ A A K B S BB E e T IR 7802 - #l
NSETEIKFEKERX - B KEFRLHREX -

2. MKBEETHNERAIUSEREZRPIA RSB DREFTONAE)

3. WKERERETHERAIRZEARFM(ARIERZ:R) MARSHEP, TH DREET (ZE58)
K—(EFEORE ERERNSCSBAERANERLE - REERIRIE N - maMEs
EpER

5. RANREERSAEIMRENAEE - HabnEiE=Ea0aEE 1t

6. RESEIZEBIMN: 2-8C o] LUI#EIFZ A /)

7. 2 OQ Protocol A Report

- 09-772 431 48H hiver 50
20 " 09-954 431 48H éid
- 45
T a5
— e s (LU 24
10 I e Wl
L N ™S 25
20
a T T T T T T T T ] 15
Hauras
5 12 18 2k £ 35 4z 48 54 60 1g
_5 5 h
.\"-—/
a T T T T T
-10 -
0 6 12 18 24 30 36 42 48
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REFS1E?
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RS FIBFIEN?
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«  AENFRIE - ERNLRKNAIRE R ZTE 7RI
AaT ARG ES AR - BSARRUAR A B RIGH 2 E IRy (&= £%
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KA BREZR  SEMKEMFEENRENEESEEEPIREMELE - Bi—
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FEERRNEIEESEIR

« IQ-FF - KEMEMBEAHNRBEIEE YEZL
2EREK  MEZR - - EH55....

- OQ - KEHFF(FEH)NTELIRENERE - T
ImIRiE RIS 25 &) B &

- PQ-ERIZENE @ BEEFHRE  EUE -
B FE(FEW) LUK Mode of TransportationZ -
BEE RS ARG -

- BREY - 2RBEXREFE LN U EZEEHBENF
FELKERRIERES -

- RALTBAKEEAESRERT  BEEIHEN
m B i SRR

- HFOIWRATFREEFER  EBZARZERIHIERE
FRERNHAIEZER -

« &i&Ecold chain ZmRi5 - FAZRIWEGER" AR
B BIKE - BN E#E EE AR Passive container
TEIKE - ReEANEREELEH - tARER
RS - OB EENERERP AR RERZE -

 RREY B 485
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Temperature Monitoring
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6.3.3

B9 E B

B A ko LR B (R
IR R A A P AP A S
Ae B AR B B — AT AR AT A6
TEEAE P 0 F AR IR E B T 4 B 5
B e “*?ﬁ{s&/ﬁﬁi%ﬂ‘&i > AR
?E%’&fié’:l'ﬁ 1 T AT R
R 3 AE o |

Hsdf s -

() -SEXE F )

(i) -4 & & J-

(iil) -3 & 3E Hy &, 58

(v) FiR |z & Sh L3
(V) - W 4B & S5 36 3R ) 4 FE AN Y
(vi) -3B =) SE 4 Bk 64 4 SRR

Moreover, for medicinal products

. requiring specific temperature storage

conditions such as low temperature,
returns to saleable stock can only be
made if there is documented evidence
that the product has been stored under
the authorisedﬂétorage conditions
throughout the entire time. If any
deviation has occurred a risk _
assessment has to be performed, on
which basis the integrity of the product
can be demonstrated.

The evidence should cover:

1. delivery to customer;

ii. examination of the product;
iii.opening of the transport packaging;
iv.return of the product to the
packaging;

v. collection and return to the
distributor;

vi.return to the dlStI‘ibllthl‘l site
refrigerator.
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Thank you for your attention
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Due care has been used in preparation of this presentation and DKSH makes every effort
to provide accurate and up-to-date information. Nevertheless, this presentation may be
subject to technical inaccuracies, information that is not up-to-date or typographical errors

DKSH does not assume liability for relevance, accuracy and completeness of the
information provided. DKSH reserves the right to change, supplement, or delete some or
all of the information on this presentation without notice

The layout, graphics and other contents in this presentation are protected by copyright law
and should not be reproduced or used without DKSH’s written permission



