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PABOYNUA OOKYMEHT

I'PYIIIIA SKCIIEPTOB 110 OITACHBIM I'PY3AM (DGP)
JIBAJILIATD JEBSAATOE COBEIIIAHUE
Momnpeaib, 13-17 Hosopst 2023 roga

IIyHKT 2 noBecTKH IHSI. YMeHbIIEHHEe ABHALMOHHBIX ()AKTOPOB pHCKa isi 0e30MacCHOCTH
110JIETOB M BhIsAABJIeHHE HecooTBeTcTBHUi (Cv. REC A DGS 2025)

2.2. Pa3paboTrka, mnpu HeOOXOJUMOCTH, TMPEeNJIOKEHHi OTHOCUTEIBLHO

nonpaBok K 7TexHuueckum uUHCMPYKUUAM NO 0€30nAcHOll nepeso3Ke

onacnvix zpy306 no 6030yxy (Doc 9284) B umejsx UX BHECEHHUS] B M3IaHHE
2025-2026 rr.

HNCKIIOYEHHUE HEOBXOJINUMOCTHU YKA3ZAHNUSA HAUMEHOBAHUSA
I'PY30O0TIIPABUTEJIA U T'PY3OITIOJYYATEJIS HA YITAKOBOUYHBIX KOMIIJVIEKTAX,
O®OPMJIEHHBIX B COOTBETCTBHHU C UHCTPYKIMEM IO YITAKOBBIBAHUIO 650
(ITpencrasneno 1. Bpennanom)

KPATKAS CIIPABKA

B nacrosimem paboueM JOKYMEHTE IMpeaiaracTcsi BHECTU HW3MCHEHUS B
WHcTpyKIuio mo ynakoBbIBaHUIO 650 C LETbI0 MCKIIOUYCHHS 0053aTeIbHOTIO
TpeOOBaHWS O HAHECEHWH Ha YMAaKOBOYHBIA KOMIUIEKT HaWMEHOBaHUS
rPY300TIPABUTENS U TPY30I0TyydaTes.

Heiicteus  DGP: DGP mpemnaraercs paccMOTpeTb BO3MOXKHOCTh
HepecMoTpa MHCTPYKINH MO YIAKOBBIBAHUIO 650 ¢ IeNbio caenats yKa3aHue
HAaMMEHOBaHUS M  aJgpeca TPY300THpABUTENS H  TPy30IMOIydaress
HeoOsI3aTeNbHBIM, KaK II0Ka3aHO B J00aBJIEHMHM K HacToALleMy paboueMy

JIOKYMEHTY.
1. INTRODUCTION
1.1 Digitalization is increasingly transforming industries, including, music, retail, and

transport. Online solutions for patients in the life science and healthcare industry is relatively new, but
direct to patient shipping is expected to increase by 300 per cent in the next four years.*

* IepeBeieHbl TONLKO KpaTKas cpaBKa U 100aBIeHHeE.
1 “Life Sciences and Healthcare Predictions 2022”, Deloitte.
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1.2 In order to support direct to/from patient, there are key requirements:

a) to support trial integrity (blind), the patient details (hame/address) cannot be shared
with the laboratory;

b) patient confidentiality remains a consideration that is only likely to get tighter; amd

c) to avoid exposing patient details, shippers will need to suppress their name, address,
phone number on the package marks.

1.3 In most logistics environments (both cargo and integrators), operators and freight
forwarders rely on shipment identifier (alphanumeric code, barcode, QR code, etc.) that keeps all the data
elements of shipper and consignee. Information on the package, and on physical documents, when, used, is
no longer consulted for actual delivery and sign off. Often names and addresses are only used if such
shipment identifier has been damaged and is a secondary (i.e. back up means of identification).

14 However, the Technical Instructions requires that packages prepared in accordance with
Packing Instruction 650 must bear marks identifying the name and address of the shipper and consignee,
although no such marks are required by the UN Model Regulations, and consequently other modes of
transport.

15 If the contents of the package are classified as “exempt human specimens” in accordance
with Part 2;6.3.2.3.8, then there is no requirement for the package to be marked with the name and address
of the shipper and consignee, which suggests that for UN 3373 — Biological substance, Category B and
Packing Instruction 650, the requirement may be related to facilitation and is not safety critical.

1.6 On that basis it is proposed to revise the requirements for information marked on packages
prepared in accordance with Packing Instruction 650 to make the application of the name and address of

the shipper and consignee optional.
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2. ACTION BY THE DGP

2.1 The DGP is invited to consider revising Packing Instruction 650 to make the marking of
the name and address of the shipper and consignee optional as shown in the appendix to this working paper.
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JOBABJIEHUE

HPEJJIATAEMAS IIOITPABKA K HHCTPYKI MU 110 YIIAKOBBIBAHUIO 650
TEXHUYECKNX WHCTPYKIIAN

YacTtb 4

MHCTPYKUWUU NO YINAKOBbLIBAHUIO

MnaBa 8

KNACC 6. TOKCUYHbIE N UHOPEKLIMOHHbIE BELLIECTBA

MHCTpyKumMa no ynakoBbiBaHUO 650

HacTosilwasn nHCTpyKkumst No ynakoBbiBaHUIO NpuMeHsieTcst kK Homepy OOH 3373.

11) MHdbekumoHHble BewecTBa, nog Homepom OOH 3373, ynakoBaHHble Y MapKMpOBaHHblE B COOTBETCTBUM C
HaCTOsILLEN UHCTPYKLMEN NO yNakoBbIBAHMIO, HE NognafarT nof AevcTBue kakmx-nnbo apyrux TpebosaHuin
HacTosAWwmMX MIHCTPYKUMIA, 3@ UCKIMIOYEHNEM CMNEAYHOLNX:

a)

b)

c)
d)

e)

Ha KaXKOOM rpy30BOM MeCTe [OMKHbI ObITb yKa3aHbl hamurvsHauMeHoBaHve 1 aapec rpy3ooTnpaBuTens u
rpysonony4yatens. 31a MHOopMaLmMs MOXET ObiTb HaHeCeHa C MOMOLLIbIO LITPUX-koaa, QR-koda nnu Apyrmx
9KBUBANEHTHbIX CPE/CTB;

B NMNCbMEHHOM [OOKyMEHTe (Hanpmmep, B asmarpyaosoﬁ HaK.I'Ia,D,HOVI) nnn Ha rpy3oBomM MecTe [OOJTKHbI
YKa3blBaTbCA Q)ammnm, agpec n Homep Tene(*)OHa OTBETCTBEHHOIO Nnua;

Knaccudumkaumsa gomkHa OCyLLEeCTBNATLCA B COOTBETCTBUM C N. 6.3.2 yactn 2;

[OmkHbI cobnogaTtbest TpeboBaHNa No NpeAoCTaBeHNI0 0TYETOB 006 MHUMAEHTaX, ykasaHHble B 4.4 1 4.5
yactun 7,

TpeboBaHNs B OTHOLLEHNM MPOBEPKN Ha BbISIBIEHNE MOBPEXAEHWI UMW YTEYKM, ykasaHHble B M. 3.1.3 1 3.1.4
yactu 7,

naccaxupam 1 uYreHaMm aKunaxa 3anpeLlaeTcsl NepeBo3vTb MHMEKLUMOHHbIE BeLLlecTBa B KayecTBe Kak
PYYHON KNaau, Tak U 3aperncTpupoBaHHOro 6araxa, a Takke BHYTPU HUX unu npu cebe.

lMpumeyaHue. B mex criyyasix, ko2da epy3oomrpasumerib Uu 2py30rnosyYamerib S6/semcsi makxe u
"omeemcmeeHHbIM TUUOM", O KOMOpPOM 2080pumcs 8 nodnyHkme b), ¢pamunuo u adpec Heobxodumo
yKa3blgeamb MOJbKO 00UH pa3 8 yensix cobroOeHuUs MonoxXeHul, Kacarowuxcsl hamunuu 8 MapKuposKe,
U3JI0XKEHHbIX 8 M. a) u b) ebiwe.

— KOHEIL] —




