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IMOVAX POLIO

sadutlashulsalualasfimdass
denLgauaznaud LA

fruenssiifuenegasifaanaunsIRIATY
Wwuenansiiuen Bsunseis@adafiursy mazviuenssiesnsdndnai
Ufifenumuunissurnduioneuaesnieinin  undiainisdioys wiaaAEnmdufiungun
gaumuwnnduianang

o e w oW - 4 M b o o o N -
ngiindatubinsumaman favhewlldfumdiasfuainiafustrsauysel

Y o o nw & wo a : -
Irfutiehbidunaypas daliipiueiyasstu

gt

1174 (0.5 u8.) Uszneudos

Tafald@le” il 1, areiug Mahoney (FTRATBANE) ..ooococccerrrrercerrerericnrnrees s cssonnsenee 40 DU*4
oo me g L. o X

TFaltale® el 2, e MEF-1  (BHRMEAMIE) oo 8 DUt

Tfalldle” il 3, s wewuf Saukett  (TTMFGMN) oot 32 DUt

Feuilifluldaudeimueeaandasnfuglnl uasAuurinsasesdniseaundalan
v
* pirRaInMswmasiessasAnTTiaale
* DU: giim Auaufiau
o - s P v pe e, N i
+ veaeuNBaniuauis UM 191993 immunochemical method Riunnzas
Fautsenaudu : de - HienFieeuea, s ues, wedunailas, medium 199 Hanks (Usznaufunseeriilu
t 1
unestie, indaus, Amniiu, nglag, Indgefiun 80 uartndudmiudm nsalalnsesedn wie Tndelansen

Tas Werfurpauiunsauasene

1. IMOVAX POLIO Aaavls uarlfifteatls

IMOVAX POLIO fifnmasifhuinusoumenaudmivin (0.5 1) urslu prefiled syringe wiewdi viia
uanidin W 2 i lundesussy 1v%e 20 prefiled syringe Tumaufitslinusssuataliia (meaz10 tHaq s
0.5 48.) lunaeduss 10 29m

Whwistlsauldleludinmen dinussdlivg %«i’lun'w?ﬁq"ﬂ%wqmusn (primary vaccination) uazifhudsy

neesiu (booster)
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2. naumsldiRTY IMOVAX POLIO

waldipdu IMOVAX POLIO wnvihuvsaidnasarinuy

~ ufiremendAty, dudszneuilafuiiviuiedy, Sleduiy, awdUlnledy wielwanindu O viewes
gnsuimewdasidFuiafuduneu

~ {4 viatnsronlsalsundu wusinWidauntsindaiuaeniy

danlgsziafiAslunsl4iaTu IMOVAX POLIO minvinuniaianteing :
— flulsm thromobocytopenia  (Hffunnundmdans Teldaudrdrylunisudeinreaden) vife bleeding

disorder Wlasannamifindessantisund lusswitmsdatatudnndwla

o '
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3 g . « o ° s o -1 a & - s
afupfidnMmaasnfleiudrduliife  edwlsimuduuniirduillufileffinmegliduiuunnias
g - < ¥ ] i3 o ° o ‘ 1

Fafe viu Apd@e HIV uwldnissauauessiagiiAniuanagnandasicelsatilusy
Faduiiansaldungiefimslddaduriaiudromudutevy welidudunsyduludilefieglif

as el o o 3

Teuriinfudssnusnudn

kY o e o 3 P 4‘ oy - LB 3 L -3
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- o o L4
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. .
a1a Winduilluszuinmassalsvniauiudu
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asumnunneTandTnanaunisidele

fourlsenaudy (with known effects)

esunailas, (ilsaariin (phenylalanine)

s .« P
melfsaiuenau
Lifimesenundngwlunsdiwld IMOVAX POLIO saufudaBuiv Tunsdawfeniu

14 14 o 3 N T 4’ < o~y ve ’ s
lﬁ\iiﬂ“””ﬂﬂ?@‘éﬂiﬂﬂfﬂf’?b’ V'm!’?’)i&n7@\7”7@‘W\72ﬁ5‘b’8’7ﬂu ??)Jﬂ\’EI’WIJJZl’WUFI’)N72}5«?&“’”5}

3. 3T IMOVAX POLIO

TMIHET :

M IWIRTUTAWSN (Primary vaccination) :

fausiany 2 Heu Wasdedu 3 i ez 05 wa weiuduay 1-2 Wau

s?qu,m’mq 8 dlai 81wl% IMOVAX POLIO @1y 6, 10, 14 &usil ssAiuustinlu Expanded

Programme on Immunisation ¥asa9An1rawNelan
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2. naumsidiady IMOVAX POLIO
WaldiaTu IMOVAX POLIO wnnyhuvsawsnaasvinu

— udsafenddty, dautlsznaunladauilaludetuy, Tladedy, awsilniedu wielndlngu O vieweedl
amsudmendansidfudaiudunou

— i visthemnlsadouwdu et hdsunsaniaiveanty

darrseiaiArlunsliiagyu IMOVAX POLIO winvihunSatingasyiny ;
~ flulsr  thromovocytopenia  (Ifinouindsiana Felldaudrdnlunisuieinvenden) vida bleeding

disorder iasminamiimdaneantinlni Tusrwdnansiadadudindnals

Voo '

- frdaldfumsinmasansnagfiAndu vielinasnRduiuunnias Teeafinairldinisnsuauasse

b
ar n = o

1 3 .
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) ; s o ° v o Py - - s
afgidummieniiiedriuliude edwlfimuduusi Wiiatullugieifinmenfiduiuunwsas
¥ . - X . . o o e
Fefe Wy Aade HIV udinsmeuaussianfiAniusiagnavinsenlsaviduer
Satudismnsolfunfileinisidsaiusinfudesmuduievn uaclfiulunssduludilededlfiy
o o - 1’3
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9 o e s 3 - & oy e Y @ =
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drurlsznaud (with known effects)

wefunafiad, wilaaariiu (phenylatanine)

s - =
nmsligannumau
Lifimeswrumdngrulunisditndd IMOVAX POLIO $aniudpduiu tumstawientu

v 9 o Lo e o e P P aay ve y -
“QQYH“WWE/HTQWE{‘HHW?'?U V’?nﬂ'}un?ﬂ\?HfﬂU‘NIﬁ?UEﬂﬂu T’JNDJE/’?WNI@?U[’T?NYU&\?LLW”E/

3. 384 IMOVAX POLIO

TR ;

nmsWiRButgmausn (Primary vaccination) :

fusieny 2 Aew Wandeiu 3 1 ar 05 WA, vhetuduag 1-2 Gy

v

seusteng 6 diawi 1Al IMOVAX POLIO  sumnsw 6, 10, 14 &ua awdAnuuztihlu Expanded

Programme on Immunisation 4asasAn1raundalan
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2. fiaumsl99aTy IMOVAX POLIO
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Lo < o
nslddaunuenau
Bifimsseaumdnglunisdnld IMOvAX POLIO saufudatuBu TumsSanfeniu

' 2 . 2 ° o A a v ) <% o ay v v -
usd BhomeiTamndanmety Wi Ui dauTaon [Auenay  rouiveniii lasumin ludaunwne

3. 3814 IMOVAX POLIO

IUAEN :

mi"lﬁ"'fnau‘qnui‘n {Primary vaccination) :

fausiony 2 Wew WaaseTu 3 @ ax 05 WA, viuduez 1-2 Weu

Fousleny 6 dlanf enal¥ IMOVAX POLIO mwmisne 6, 10, 14 &ani mudnuuztinly Expanded

Programme on Immunisation FaepAmeandalan

Page 2 of 4

Caonfidential/ Proprietary Information
Version: 84-2009




Sanefi Pasteur Ltd. Thai Package Insert
Thailand IMOVAX POLIO

fl
a ot : =

Aoy fidslingbBuipdusnnian Aeslndatu 2 diur ar 0.5 wa. vinfuduss 1 ie 2 Fisu

(Wi 2 1hew)

&

mun'i:é'u (Booster):

Tuguilf 2 veadiniéin: Wiedulfan 4 dadudunsefudauend 1 Tudennldfudadudeg 3
gy« Wiedulfaf 3 Gadudunszdudaumi 8 - 12 Fewndendafudad 2

Wiadudunssiu (booster) yn 5 ¥ budmfnuazioiu  wazyn 10T Tufng

-~ - -~
Ansuswieirtu
° ek 3 v N v =i ¥ N oy a
st lvas IMOVAX POLIO ng14 fintramuscular route) WHEIAZATNITNAALLT RIS (subcutaneous)
iy
o f o e oa W Y a Y -1 2 . 4 & o = o
Nt ERSRRLEANAYN Aandaudiewinen (mid - lateral aspect) TN Las WAnTadRwEu Lash

& , nw v ,
néuidiesuun (deltoid muscle) Twinidn, dufu uaedlug)

mWnANAA IMOVAX POLIO

v o

windailudsadnlaindialaansar WiRaian

T

4. mnsldRalssaea
WuiBueruipTusy  IMOVAX POLIO eravinTdifine ms luiatszaed

Worat ral .o
nslifvsrasinuneaulianngs
— AfifBrianiziivdinuida : den, ua (erythema), fayy
e p
— Tldunan uazdiamnm

sl sraedRun s utieasunn (< 0.01%)

UffBeamneiiviinuiin :
& o X e . o ar o 5 oe -
. onnruen Sufisnulatu 48 dotus wdinnslausrasatiiviean 1-2 %
. Lymphadenopathy (Rasuuieals)
— UfMenenislasanisuden : auity, £1nsua WA Udanumdin (Quincke's oedema), @In13den
(anaphylactic shock)  asannmsuisadsutlsynauduladuniialuiadu
— tlapde thunans uazdrese wazdeandudieluiisie a0 wdwnduilifudaiu

o =

o o - s o = a ¢ o M Ve e = o . N
— dn viednAdnsantunsilliluiusien amdsnldiutedy, deaws, 8901911 (paresthesia) Lknan
. ;| o X el e -
pazdanrnRdsunndistiudian (ower imb) metu 2 dlawindeannldfuiaiy
- ‘ o oo & o ) o Wye o a s
— Agitation, d2suay, wmidainetunnalugaluaun iiafusaquindesin'dfuiatu weewneliatn
$9057

- Buungmnufiami
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— lwinmenfesennaunnnuannn (28 Flawitadeun 28 Adeiraini1eRiiasd) eaaRnTaens

v

yrlaanauunindnd wadlsFuiaiiu 2 -3 3

windanawuensiisrasein Bryluenarsiiuer WudwmwneuTandanmey

- 2 e
5. AEn1s1AudRTy IMOVAX POLIO
E-3 o o LR} &
WHudaTulivulisuasaraasn
wudedulufifu (guugisswing +2 §e +8 ewrngadus) uabifuuss, Tanduliaiy
3 [ ot b g a R a0 gr @ W v
Awiumeussirtunansifa: i ETaduwiuindedamauga
¥wld IMOVAX POLIO wnndmTufidnmouzquy (cloudy appearance)

¥ v S wowe P ¢
wales ATUUANUUNRDEVIICLTIUNADY
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1 121611890001 HEPATITIS B VACC!NE 2 dosessvial (EPY)
2 121616450001 8CG VACUONE 10 doses/vial {EP))
3 121611880001 ORAL POLIOMYLLITIS VACCINE 20 doses/viat (EPY)
4 121618561001 DTP-HB VACONE 10 doses/vial (EP)
5 121611981001 MMR Single dose wiosia 121611981101 (ER)
6 121603920001 OTP VACCOINE 10 doses/vial (EP])
. 121611550001 LEVACCINE (BEUING / INACTIVATED)
2 pediatric doses/vial {EP)
8 121611551201 JEVACCOINE (LIVE - ATTENUATED) 1 dosefvial {EP1)
9 121603660001 dT VACCONE 10 dosessvial (EP)
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1. HEPATITIS B VACCINE 2 dosesAvial (EPY
(121611890001}

2. BCG VACONE 10 dosesAvial (EP)
(121616450001}

3. ORAL POUIDMYELITIS VACCINE 20 doses/vial {ERD)
(121611880001}

4. DTP-HB VACCINE 10 dosessvial (EP)
(121618561001}

5. MMR single dose (EPD
(121611990001 wip 121611981101}

6. OTP VACGINE 10 doses/vial (EP)}
{121603920001}

7. JE. VACCTINE {BELANG / INACTIVATED)

2 pediatric dusesivial (EF)  {121611550001)

8. JEVACCINE (LIVE - ATTENUATED) 1 dosesvial (EP)

{121611551201)

9. dT VACCINE 10 doses/vial (EPD
(121603660001)

10. INACTIVATED POLIOMYELITIS VACCINE (IPV)

10 dosessvial (EP) (121611881102)
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Ministry of Public Health
Tivasond Road,

Noothaburi 11000, Thailand
Tel: (66 2) 390 3196 Ext. 110
Fax; (66 2) 968 9152

& Moy B.E 2558(2015)

No. 042211717773

Dear Dn. Singk,

Pleass refer 1o your letier No. PH27/5 dated 12 March 2015 regoesting us
prowvide a formal statesent confirming when the last wild poliovires type 2 {(WPV2) was
detecsed in the couniry.

In this connection, 1 wonld Hike 10 infomn you thal sinoe the establishynent of
AFP surveillance system in Thailapd in 1992, mons sumber of polio cases were reported by
sentine! reporting sites from district up o caniml level. Poliovirus isolation has been
conducted by Nutional Institute of Health of the Department of Medical Sciences, which bas
boen designated as National Polio Laboratory and alse WHO Polio Regional Reference
Laboratory (RRL).

The last wild poliovires type 2 was detvoted in Thailand in 1993 when a
number of 9 polio eases were reported, of which 7 cases were indigenous cases and 2 cases
wete imported cases. Wild poliovines fype 2 was isolated from the two lraported cases. One
of them was a Myanmsr baby giel of 7 sionths ofd living in a tfemporary shelter in Tha Song
Yang District, 8 Thai-Myaumar border distriet of Tak Provinee, Her dafe of onset was 1]
February 1993 and the baby never received OPY. Another palient was & Laotian boy of 2
vears old residing in Pak Lay District, Xayshouly Provisee of Lao PDR. His date of onset was
2 Marck 1993 and the boy also never received OPV. Stoce 1994, no wild poliovirus type 2
wis detevted and the fast cane of poliomyelitis was reported in Thaitand in 1997, Thailand has
been free from poliomyeluis for more than 18 yeass, With strong disease surveillsnoe and
rapid outbreak response system of the coustry, Thailand will pursue Bis commitmen! o
maintsin polio-free status of the country and the region and will move fomard with the polio
endpune plan to achirve the pelin-frae Wfadd

Your kind consideration and farther action on this mater would be highly
appreciated.
With best regards,
Yiours sincerely,

s
é’, Q&( Rajata Rajatanavin
L4 Minister of Peblic Health
Dr. Pooram Khetrapal Singh
Regional Director
WHO Regional Office for South ~East Asis
Workd Health House, Indtaprasthn Estae
Mahataa Gandhi Marg, New Delbi 1316002
India
vz Office of the WHO Represontative 1o Thailand




Lontainment of type 2 polioviruses

GAP 1, the “WHT global action pige to minimize poliovirus forility-associoted risk after type.
specific eradicativn of witd polioviruses and sequentiol cessation of routine OFY use” has been
revised to align the blo-rontaineren of polioviruses with the timelines of the Endgame Plan,
particularly the nead to safely contain wild type 2 polioviruses in time before the tOPV. bOPY
switch,

GAPIH is implemented in three phases Bnked to giobal milestones in pollo #radication. Member
States should stast preparing for destruction or containmment of type 2 polioviryses, wivether
WV, DPV/Sabin of vactine-derived straing,

Phase I Preparotion for contuinment of poliovires type 2
Phsase | is ongoing uatil the conditions for globat reatdiness for OPV2Z withdrawal have Been met.
Assuming the readiness criteria are met on thme 10 enable withdrawal of OPVE in Aprit 2088,
Phase ) activities listed balow should be completed by end 2015 with respect to wild
polioviruses, intluding circulating vatcine derived polioviruses.
Key sctivities until the end of Phase 1 include: _
s Governments, institutions, and polio facilities are informed about the upcoming need
for poliovirus containment
» Kationat iaborstory surveys and poliovirus type 7 lnventories are finalized in all
countries; .
+ Destraction of yrnneeded polinyirus type 2 materisis
» Transfer of needed pollovirus type ¢ materisis to desipnated essential faciities;
« Designated essentisl facilities obtain nationat certification for containment in
compliance with GAP B,

Phase I Poliovirus type 2 contalnment period
Phase i commences in 2016 alter the completion of phase 1 activities, and continues until
certification of globial WPV eradication by end 2018, This phase has two parts, addressing the
containment of WPV2 and OPY2Sabing;
Phase tia: Containment of wild poliovirus type 2
= All WEV2 are contained in sssential facklities that have been certified 1 meet the
requirements for Containment of wild poliovirus type 2 specified in GAPHL

Phase lib: Containment of OPV/Sabin type 2 {OPVE/Sabind} polioviruses.
« Within three months of OPV2 withdraws!, all OPV/Sabin type 2 polioviruses are
comtained in essential Tacilities that have been certified to0 meet the requirements for
Containment of OPY/Sabin type J (0PV2/5obin2] polioviruses specified in GAPHL,

Phase HE: Final polioviras conteinment

$hase i1 conmmences when globial WPV transmission has not baen detected for three years and
Just prior to certification of global WPV eradication.

Cotintry containment support

The contairement of polioviruses will be under the oversight and responsibiiity of nationsl

suthorities,




Background note on preparetions for GLC deciaration verifying the eradication of WPV2 ond
on prepargtions for the appropriote bio-containment of poliovirus type 2 in focilities

Declaration of erodication of WPvZ

One of the important milestones achieved by the Global Polic Eradication Initistive (GPED) is the
eradication of type 2 wild poliovirus (WPVE). WPV has not been detected globally since
October 1999, when the last polio case due 10 indigenous WPYI was reported from Uttar
Pradesh siate, India. However, the eradication of WPV has not yet been formally verified by
the Global Centification Commission for Polio Eradication (GCL).

The GCC has been charged to formally verify and declare that WPV has indeed been
eradicated giobsly. The S5CC is expected to meet in the second half of 2015 in order 1o review
pvidenve provided by all WHO Member States before Issuing its declaration on the eradication
of WPV,

“This declaration is one of five criteria to determine global readiness for the switch rom
trivalent oral polio vaxcine LOPVY, containing all three vaccine virus types including type 2. to
bivalent (BOPVL, containing vaccine virus types 1 and 3 only, for routine immunization in OPY.

using countries.

The use of fve oral polio vaccing [OPV) is sssociated with some very rare but serious adverse

events:
» the ocourrence of vaccine-assaciated paralytic poliomyelitis {(VAPP], and

» the pmergence of polic outbreaks due to droutating vacdne-derived polioviruses
{cvDPV], in areas with low Immunity against polio,

Ninety percent of the maore than 660 cases of pollo caused by eVOPV reported since 2008 are
due to type 2 CVDPV and it is estimated that almost 40% of all cases of VAPP are due totype 2

vitus.

Even though WPV2 has aot been found for over 15 years, TOPY continues to be used for routine
immunization and mass vaccination campaigns. '

The Polio Eragication and Endgame Strategic Plan 2013-2018 {the Endgame Plan) of the Glotal
Polio £radication initiative, endorsed by the World Health Assembly in 2013, calls for the
replarement of tOPV with BOPV, to prevent further emergences of type 7 vacrine derived

Al OPV-using countries will thus participate in a globally coordinated "switch’' from 1OPV to
BOPV for routine and supplementary imemunization activities, planned for April 2D18.
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The 65t Worki Health Assembly (WHA) adopted a landmank Reschution in May 2012 ;’*’”’3"* é Ty
daciaring the complation of polo eradication & ‘programmatic smesgency for giobel publfic g‘% oag
tealtt’, which Ingheted the endorsemend of the evemual cessation of use of ol poliovies &
vassing {OPY} in routine immunizetion progrsrnmes. A Polie Eratication and Endgame
Swategic Plan 20132018 has been devaloped by the Global Polic Sradication Initialive with
the objestive of simultsneously eradicating witd polioviruses and sliminaling vacoine derved
polioviruses. One of the objeciives of the Plan is 8 globully coondinated witharawal of the OPYV
from the programme, in a phased manner, beginning with type 2 component of the OPV.

Earfer this year, the 138" Exsculive Board decided 1o call on alt Member States o
snsure gicbal readiness, by the end of 2015, ko the withdrawal of type 2 component of OPY,
by implementing, among other things, approprisde containment messurss R type 2
poligvinusey, and submitting the relevent documentation ob interruption of wild poliovius type
2 rargmiasion,

The withdraswsl of fype 2 component of OPV is scheduled for Aprlt 2018 teough a
globally coondingted sirategy. 1 15, therelore, important for Thallasd 1 update and finafize its
wwentory of facilities hoiding wild and Sabin polioviruses, and be aware of the impending
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The Glebal Commission for the Cartification of Polie Eradication (GCO), & s next
mealing during the second half of 2015, will formally declure that wild poliovirgs type 2 (WPV2)
was oradicated globaly more than 10 years ago based on information provided by countries in
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oz The E}ﬂm«'w Theland internationsl Development Cooperation Agency,
Ministry of Poreign Afteits, Royal Thal Govemment, Krung Kasem Rosd, Banghok,
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in this smmxt oA hlixoi&@amy may mdw pwwdmg g formal smsm !:

| am attaching & backgroung note on the preparations for GOT declaration vertlying
the sradication of WPV2 and on prepsrations for the appropriate bic-contalnmant of poliovieus
type 2 in faciiltics. My staff is available 10 handle quenes, ¥ any, in tis regard,

1 ook forwatd to Your Exceliency’s support in 1aking this matier forward.

Pleage accepl, Excellency, the assurances of my highest consideration.
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