ages

m
- iy
Latest challenges in Pharmaceutical Industry
S T RIHI TR B Bhbk

SA N O F | J Victor Shao SANOFI China Product Security Head
s FEFFE~SmREATRA
Haikou 2019.11.22

[
=
>
=
3]
(O]
=
g
<
o
=
o
2
”
e
=)
o}
~
(5]
o)
2
(o]

Ph




Cure or Kill?2385m 14 28 #p ?
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Real Scene of Fake Medicine manufacturing %45~

SANOFI vz Internal
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1 Pharmaceutical industrial Counterfeiting features

—. BT HIERAFE

2 Pharmaceutical ACF influences by New Drug Act amendment
—. HREEERRNSEITERESAIEND

3 Some thinking

=, —LbEE

—_— — 1ON
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Pharmaceutical industrial Counterfeiting features &l|251 7\l &l E5ER4FAIE

1 Criminal people feature JEFE N A

Region: Northeast China; Anhui/Hebel

MUSEF Y RACEESHE), ZEOTdE BZAEAD
Relationship: Familial; Close relatives; hidden;
KEFFM: KRN HAM. R

Behavior: Professional; false ID; Recidivism
TR Rl (FIE. #H8) « WESH. BIE
Criminal Age: lower age

FUFFME: Rk

Logistics employee deliberately involving fake drugs
RIEHIR IR AV RIE R B EIRNES 5B AEIE

SANOFI ~) Internal DATE | 5




Geographical features H#hIB4E 5

Northeast, Beijing, Tianjin...

Rty bR KEF

Cangnan (Zhejiang)

AL RSt

Expand to Hebei, Henan, Shandong, Hubei...
HREELAAE. AR, WZR. AdESEi

Manufacturing, Distributing to nationwide
HliEEREHI A ZEE

Northeast Drug Counterfeiters set up nationwide web
FILBRBARFEERE

SANOFI ;) Internal DATE 6



lllegal ProfitsiZ &

Sudden huge profits

7

Example of Vicious Circle
S RSEEIA

False ID

ERERSR

Logistics Money Collection

PR ARUL BT R

SANOFI \) Internal DATE 7



Physical features$FE 43 4

Most fake Drugs contains no API for example Cardiovascular
AmAB LAY T WRE CHRMERBHAZ

Focus on fast turnover, high volume & value medicine including CV,
Diabetes, Oncology medicines

SHhEREXR. AR, MESH@MICKME. #EKE. EERZ

Fake Drugs(fully counterfeits + recycle genuine package of Drugs/Medical
Devices) Change the date of Expired Drugs & MD

Bz (2RE+EWAm/ETrFERERERTRD EYCTEZ/RERHES

SANOFI vz TITRE DE |yt @RAGENTATION DATE | 8



Marketing features #4555

NO Professional Medical knowledge
ZAEAUMEZAFIR

Mostly leverage QQ/WeChat to wholesale & sell
ERBIQQ/MIEHTH

Deliver via Logistics(Like Deppon) by false 1D
M (ARfE3R) & EEHERERS 7

Single way communication(instant add friends, delete after deal)

REER AR BERNRINGF & 325 e 3 BN L A BREX 22 A

Minimize tracking investigation risk in whole process

& KREEREM T HIAEEERR X

SANOFI vz TITRE DE Jpft@RAGENTATION DATE | 9



How to

handle 4{a] Bz % ?

Replay key Counterfeiting & Wholesale

& R 3
Leverage

SANOFI 7

C R, LT
Big Data!iz F K& #E !

BRIKPRIZEARLK

Internal
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Machines & packaging for CounterfeitingfRZ54% FZH128 . BEMH

Security label fF{A%xR

SANOFI vz Bushyte HaPnly
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One case E{j

From one box of fake drugs to whole counterfeiting medicine criminal gang MZA[E$HE — &R 2B IR S SR ML
http://hb.sina.com.cn/news/j/2016-01-13/detail-ifxnkkux1234895.shtml

HERIZ T MEH ERAAR HUERICRHHREEAL8OA

- TIEMARESRARERKGIAEN, BEABRREBE, RZER, ARARE, WRTXEHFAMEHRERR,
T2015F6 HIRHBAE =R 251, HEZTR67, EEEMIGRIEEHEREEALISIA.

C EERERWARS. ERABUEES. NOEM, 0135702, LRRRASE. NEZA, NEZABX
MEAX, IRELIENEAR, MRRFEIXMMEEATBHESA, ELNEE, BTQQEH. MRl
%, RITESERMEIRRITR, ML, B, AR, Bhl. NS, W22 E704 N i i &R E Lk

&, WIRRZEI005FBE, SREE—RT.

Very decent cooperation with Alibaba Group !

S5MEEBSREnREESIFEEEAMRA!

SANOFI \) Internal DATE | 12


http://hb.sina.com.cn/news/j/2016-01-13/detail-ifxnkkux1234895.shtml

Drug Act Amendment 245G EIREIETT

- Effective from Dec. 1, 2019 201951281 HME1T

»Cancel GMP/GSP certification BlEGMP/GSPIAE

»Adopt Marketing Authorization Holder (MAH) System R EHiFrisE AFIE
»Establish a sound drug traceability system &3z 255 AT S8 305 B

»Establish a pharmacovigilance systemE3 A R 5z R 4541l

»Increase penalties for drug violations$& N5 RiEEET HE

SANOFI g
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Eé’\mn

Online distribution of Drugs £k 8"

* Previous: online distribution of prescription drugs and drugs that has special control

requirements is prohibited. BART: ZE1ERIELL S AT EHIZ54

* NEW: stipulate vaccines, blood products, narcotic drugs, psychotropic drugs, toxic drugs for

medical use, radioactive drugs shall not be sold online. #i: B&7T

Za MHaE. HEEZm,

Y. ETRAEMAR. BEEAR. ARASHBUFERFEFHRERNA GRS

« Comment: Online prescription drugs selling would be opened with condition by detailed

regulation in the future. MEEHELSFHBFEHHA, REANBFTEHS

SANOFI g




Definition: counterfeit drugs BRZ5E X

@ Article 98: Production (including dispensing), distribution and use of counterfeit drugs and
inferior drugs are prohibited.

® Counterfeit drug has one of the following characteristics: 8 NH{E.Z—rY, RRZ5:

> Its components are different from those prescribed by state pharmaceutical standards;

r HSRAE RN SERARIFENERIRD AT

» A non-medical substance is passed off as a medicine, or one medicine is passed off as
another; LAFEZ5 B R A msk LU M2 @ B TR F 25 Ay,

> Where the medicine has deteriorated; 25 &Y ;

» Where the indications or the functions marked on the labels of the pharmaceuticals do not

fall within the prescribed scope. Er#RBRYIE R FE S & D fe 7688 H A E e B /Y

SANOFI g



Definition: inferior drugs% 25 E X

- Inferior drug has one of the Tfollowing characteristics: & IRz < —HY, J95 24.

> Its components do not conform in quantity to that required by State pharmaceutical standards; 25 HI & BT
EERAmMIRER;

»>Where the medicine has been contaminated; #£i5%HJ; (used to be handled as counterfeit)
»Expiry date is not indicated or is altered; R#rEABXHAZ & F L BZHARY;

»Batch number is not indicated or is altered; 7~;¥ BBk & B ot 4 =1t S HY;

»The medicine has passed its expiration date; #33 BHIA;

»The medicine has been added presumptuously with eeler-er-preservative additives;-spice;-disguising-edor-or
supplementary materials; {8 BRMBEEF RN AR;

Iy

»The medicine fails to meet the prescribed standards in other respects. Eft R~ FF &4 RIRERER

* Itis prohibited to produce or import products without obtaining drug approval documents. (used to be handled as
counterfeit) o
SANOFI «p Internal
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Import drugs without approvalzk £ 3 4 i#

 Previous: The drug that is imported without approval, shall be handled as counterfeit drug.

- NEW: Article 124 The import of drugs without approval shall be an administrative violation. The unlawfully
imported drugs and unlawful income shall be confiscated, and shall concurrently be fined a sum of money
more than fifteen less than thirty times the value of the medicines unlawfully imported. If the value of the
goods is less than RMB100,000, it shall be calculated as RMB100,000. Where a small number of drugs
that have been legally listed abroad are imported without approval, the minor circumstances may be
mitigated or exempted from punishment according to law. KBS Z5mi#EH ORI, BFITEBUIEEITA;
RWOEE I OAmAEEME, FUEEANARRESH TAFEU LS +1*I/,LTE’J$FJ$’K, RIESH
jjz_g %g,ﬂgﬂ-ﬁiﬁﬁo Al ERGHEFR O ERINEEE LT AR, BFHBENATLUKERE
g AT RS

- Comment: Import drug without approval is not handled as counterfeit drug. Small amount of imported
drugs without approval may be considered as minor circumstances. Large amount of imported drugs
without approval may involve |Ilegal operatlon or smuggllng

SANOFI g



Penalty Increased$i /N E

* Production and distribution of counterfeit drugs:

* Article 110 Those who produce or sell counterfeit drugs shall have his unlawfully produced or sold drugs
and any unlawful income confiscated, and be ordered to suspend production or business operations
pending rectification, and be revoked of approval certificate of pharmaceuticals, and be held criminally
responsible. Those who are not considered a crime by law, shall concurrently be fined a sum of money
more than fifteen less than thirty times {mere-thantwe-butless-than-five-times)-the value of the medicines
unlawfully produced and sold. If value of the goods is less than RMB100,000, a fine of not less than RMB
1.5 million but not more than RMB 3 million shall be imposed. If the circumstances are serious, the party
shall have Pharmaceutical Production License, or Pharmaceutical Trade License or Dispensing Permit of
Medical Organizations revoked.

© EE, %‘ﬁ”iﬁx*’iﬁ’], RBOERE . SHENAMIIEEAMS, [ET. FlE, BEAmIEIERX

fE, REERMERT; RETARSILRN, HOEEES, HEBREESFHREEUE=HEUT
(CRNERRENT) MR, KEFEHATH, Fi— §£+HEMJ: B ARSI BT
B, B (HRESEFTIE) . (BRESWAILE) 8iE (EFHEHFFIL) .
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Penalty Increased&b il &

* Production and distribution of inferior drugs:

« Article 111 Those who produce and sell inferior drugs shall have his unlawfully made and sold medicines
and any unlawful income confiscated, and be concurrently fined the sum of money more than ten but less
than twenty times {(mere-thantwo-butless-than-three-times) the value of the medicines unlawfully made
or sold. If value of the goods is less than RMB100,000, a fine of not less than RMB 1 million but not more
than RMB 2 million shall be imposed. If the circumstances are serious, the party shall be ordered to
suspend production or business pending rectification, or have the pharmaceutical approval certificate
revoked and his Pharmaceutical Production License, or Pharmaceutical Trade License or Dispensing
Permit of Medical Organizations revoked. Those whose acts constitute a crime will be investigated for
criminal liabilities.

< HEE %ﬁ%%%ﬁ’\], RBUERE . SHENWARMIEERG, FOEEE”, HEAREESHIENL
:-H*E‘LL{T A =1{& HSiER; BEAE+TA TR, HAL—BATU EZBHA T TR

BT ERY, %’7\ =N 1~L*“¢ﬁ:§%?ﬁﬁ$é?ﬁﬁ:'n?tt/’@£ﬁﬁﬁzﬁi M (BmESFAHE) « (AREERT
_hB) s (EFHHFIEALE) ; MRILRN, KEETHESRE.
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Punitive Damagesf&3i 14 IF 1=

* Producing counterfeit or inferior drugs or selling them knowingly, thus causing serious damage to death or
health, in addition to demanding compensation for losses, the victim's family members or close relatives
may also demand corresponding punitive damages.

- EERT, SHHPAHERA. SHNAREE, ERATRERRTERER, TEEREIAFLFEER
ZORMEERESIN, B AERBENAES EEE.

« Pay 10 times of medicine spending or 3 times of damages

c IR TERERA=ENREE

SANOFI vz Internal



Some thinking —2£ &R B E

© 2% MEXZHE=H T REHENIRBERADEMTERIRER

FaMFFAEARLERWERAITESR REFAEEREK ZMEE KEREFERBER LS STAFIE
W& 5T ek

- 89 M ERR HEHEN KHE
« 115 RS A RETIFANIER JZPGEES15-30E 515 S 210 IREBI0OAITE

Fake drug distributor(person) on WeChat & QQ selling fake RX medicine What is the legal responsibility of
TenCent Company? Has TenCent also assume some supervision responsibility like positively monitor &
forbidden RX medicine Selling, freeze account or report to local FDA or Police?

“BRey” T (DA ERIEQQLIEE(RE)ATS % MIE/QQEREEM LA LHMIET?

MIEIQQEAFTEAB—ENHERT (MEFBEHRIELAHLFTAHERR. S, EMEMARKREHA
REN D FIHIREER? )

SANOFI vz Internal



T20 AE S N S A e T 2, BN B2 Z
FIEER RIS ERIETR . BHEUINFL1- 5{;51# ’E%FIQE’JAKS 15{;5’6*& (E_1EE-T}$Z!37J\5ETEVI'

129 A ECWRN EMIFARAASEEEERRAE A M mA) SRS HUE qﬂleﬁﬁ"]ﬁE’]%nnﬂﬁfﬁ
S HAEEM A 2 mEE2- 101555k *ﬁ?fiﬁﬁmlo-so{%%ﬁ?x%iéﬁ‘hﬁ ST ESHHIRSATIHE

131%% WMERZGESIRERBITARTZ,. IRE. FLHRENERGEESRSFNSH RSWIE BIEUEERE
A2077-200 7 S5k 1B =Ry = Al 2245 40200-5007 SHEK

Article 120 Offered convenient supports including storage, logistics etc. with awareness or should know fake
drugs involvement, should be confiscated all related incomes and 1-5 times fines, if with serious situation
would get 5-15 times fines(with bottle line as RMB 50K)

Article 131 Online platform haven’t accomplished certificates checking, report, stop offering online dealing
service as platform legal responsibilities, should be commanded to execute corrective measures and
confiscate all illegal incomes together with RMB 200K-2M Fine. If with serious conditions, should close
business for correction with RMB 2M-5M fine.

DATE | 22
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Further Thinking B

WeChat/QQ has main feature as communication tool. When it was used as main tool for deadly
damage to Patients safety/health by fake Cardiovascular, Diabetes and Oncology medicines (assume
if leverage WeChat/QQ selling Drugs & weapons?)

M5, QQAREILERM, BEEAHAVSEEZREEGRERORKMLE. #EXF. MERERZE (T
MRBIDREAEEZSm. XFEE? )

Influential platforms including Alibaba, TenCent, JD and PDD etc. are independent but Counterfeiters
maximize all platform conveniences. Can they corporate & align together in anti-counterfeiting?

Alibaba, B, JD, PDDZTFAEENE, BHEHTEESEAE. NEREREEITABLEA
Wi, HotaRENTEZBAIERSTR?

Fake medicines export to Other countries
RZH OB ESN

Integrate Counterfeits manufacturing & Distributing big data? Currently leverage professional &
reliable Police

BEHERAILEAKPWREIE? SERMNET W ARHIEE!
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