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Outer packaging label sample draft of drug for washout during screening periad

tmvestigational drug of Cyclospornine 8 Ophthaimic Gal {Wisk 13
tFor clinical study only, prewvent children from taking it by mistake, please return the remaining dregs andg
packashg in time}
Batth  murnber:  2QI6I04ETS Protecod number: JRY-CRA-2020G1

Incications: Moderate 1o severe Storage condition 15-25°C Swvengthe detals nside
ory eyes

Containing 1 bottle of hynromeliass eve drops and 25 pleces of investigational druge of Cyclosponing &
Ophthalmic Gat

Devig Batch nudey: Expiry Dater
SuppYer: Zhaoke {Guansthaul Ophthiaimalogy Fharmeacsutical Uimited

Snall box label sample draft of drug for washout during screening period

investigationa! drug of Oyclosporine & Ophthelmic Gel (Visk 1}
{For chinical study only, grevent children from taking 1t Dy mstake, please return the remiaining drugs ang
packaging in time}

Batch mswrber: J836HR137S Protoco! nummber: JRY-CEA-202001
Cisvig watoh ruambey: Quareiny: 25 pos

Indications: Moderate to severe oy eyes

Usage and dosage: Once 3 day, use i svery night fefore going 1o ded, and out one drod Bl o the affectsd aye
Strenethe D3 g Gme |Exp§ry Date: |'Smra;g,e- condition: 153592
Supptier: Zhagks {Guangzhou) Oohthaimodogy Pharmeceutics! Limited

Bottle label sample draft of drug for washowt during screening period

Irvestigationat drug of Cyclosporine & Investigatinnal drug of Cyclosporine &
Crphthalods el Ciphithalmic Gal
Drug Satch nuwnber: Dvutg batoh number:

Drig name: Hypromelioss eve drogs
Strengthv 03 g, Gmg Brrength: X0 w50 s

Dosage and administretion: Once g day, use it Usage and dosage: 3 times 8 day, L1o 2 drogs
ayery night tefore going to bed, sand put one sach time

frofr into the affected sye Storage condition: &irtight greservation
Expiry Date: Expiry Bate:

Large package label sample draft of study drus during treatment peried

fnwestigational drug of Oydiosporine & Dphthalmic Gej
§For clivical study ondy, prevent children from taking it by mistaks, plesse return the remaining drsgs and
ERCIgwg in time}

Batch number: 2838E0135% Protocol number: SR-CS8-282001  Brug Mo,
Indications: Moderste 1o severe dry Storage condition: 15-3%°C Stvength detalls insids
EVES

Containing study drsgs of wisit 2, wisit 3, wisit &

Drug batch nunbey: Expiry Date:

Supplier: Zhagks (Guangzhou) Ophthaimaodogy Pharrasceutics! Limitad

Fig. 7
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Packaging kabel sample draft of study drug for each visit during freatment period

investigational drug of Cydosporine 4 Ophthalmic Gel {Wisit 2)
{For clinical study only, preverd children from taking it by mistake, please retum the remaining drugs and
packaging in time}

Satch number: 2036101275 Protocol number: ZKY-CSA8-202001  Drug No.
indications: Moderate to severe dry Storage condition: 15-25°C Strengthi: details inside
eyes

Contsining  bottle of hypromellose aye drops and 20 pieces of investigational drugs of Cyclosporine &
Ophthalmic Gel

Drug batch numbern: Expiry Date:

Supplien Zhacke [Guangzhou} Ophthalmalogy Pharmaceutical Uimited

AT R

investigational drug of Cyclosporine A Ophthalmic Gal {Wisit 3)
{For clinical study only, prevent chiddren from taking it by mistake, please return the remaining drugs and
packaging in time}

Batch number: 018101375 Frotocol numbec ZEY-CSA-202001  Dhug No.

indications: Moderate to severe dry Storage condition: 15-25 °C Strength: details inside

Sy

Containing 2 botties of hypromeligse eve drops and 35 pieces of investigational drugs of Cyclosporine 4

Ophthaimic Gel

Drug batch number: Expiry Data:

Supplier: Zhacke {Guangzhou] Ophthalmclogy Pharmaceutical Limited

ARANINT

investigational drug of Cydlosporine & Dphthalmic Gal {Wisit 4)
{For clinical study caly, prevent children from taking it by ms;take, please return the remaining drugs and
packaging in time}

Batch number: 2018101375 Protocol number ZKY-CSA-Z02001  Drug No.
indications: Moderate to severe dry Storage congdition: 15-25 °C Strength: details inside
eyEs

Containing 3 bottles of Hypromeliose eye drops and 55 pieces of investigational drugs of Cyclosporine &
Ophthalmic Gel

Drug batch number: Expiry Date:

Supplier: Zhacke {Guangzhou) Ophthalmiclogy Pharmaceutical Limited

RTINS

Fig. 8
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Small box label sample draft of stady drug for each visit during treatment period

awestigational driag of Cyclosponiae & Ophthalmic G {Wisk 2§
{Far cinical stepy only, grevent children fram taking it by mistake, pleaze retarn the rewaining drugs and
packaging in time}

Batch viumiber: 203GEQLETS Frotocod murnber: SRY-CER-2020031
Crug batch rusvnbes: Drug Sio. Guantiy: 28 pcs

Indications: Moderate 1o severe dry eyes

Lisage and dosage: Once 3 day, Use i every aight before going 1o hed, and put one drap indo the affected eye
{0.5 2.0 mg |Expiry Date:

Thwou} Gohthalmology Frarmaceutical Limited

5

Gtorage condition: 15-25 70

iFor cimical stusdy only, prevent chitdren §
oackaging intime}
Batch nraber JRAGERIATS Peotocol mumBer: ZRY-CRa-Z02001
Tk Wl dudt o
Civug Barch numi Cienrg Moo Cuantity: 35 pos
ndications: Moderate 1o severe dry eyes
Usage sad dozage: Once 3 dey, use it every night defore going 1o hed, and put
S5 2 S ¥
Expiry Date:
Suppier Fhaoke (Guangzhow) Ophthalmaology Pharmaceutical Limited

Investigationat drug of Cyclasporine & Ophthalmic Gef (Wit 33
oot taking it by mistaXs, pleass vetrn the remaiving drugs and

Swrength: 003 22015 mg/ie 3 0 mg

tpestigational drusg of Cyclosponine & Optithalmic Gaf {Visk 4}
{Far ciinical stucy anby, greveit children fram taking it by mistake, peaze retuvn the remalining drugs and
DRCYASIAE in time}

Batch viemiber: 20AGERLETS Frotocol number: ZRY-C5&-202601
Drug batch mumbser: g Mo, Osantity: 55 pos

Indications: Moderate 1o severe dry €yes
lisage and dosage: Once a day, Use i every night Sefore going 1o bed, and put ane depp into the affectad eye
Strength O3 @i 15 mgf0.5 2.0 mg |E~;{|:;<eir§-‘ Date:

Sugpiier: fhaoke {Guangzhou; Oghthalmology Prarmaceutical Limited

Siorage condition: 15-25 °C

Investigational drug of Dycdosgorine & Ophthatmic Gel {¥isi 3)

{For chinical study only, prevent children from taking it by mistaie, glease retumn the remaining drugs and
packaging in time}

Batch vuraber 0GRS Protocod reimber: JEN-CS&-207061
Civsig Batch numy Crug ¥o.
Indications: Maderate to sevsre gry eyes
Usage and dozage: 3 times & day, 1 1o 2 drops each fime
Srengthe 10 LG mE Expiry Dote: Storage ondition:
creservation

Suppiier: Zhaoks {Guangzhou) Ophthadmaology Pharmaceutical Limi

{continued)
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nvestigationad drug of Oydosgoerine § Cphthatmic Gel {(Wsit 3}
{Faoy clinical stivdy ondy, prevent children from ﬁvaksng *\y m%s'ake glease return the remaining drugs ang
Rkaging in timel
Batch owmber: 20IGLAITS.  Protoood murnber JEY-CSA-202001
Cyug batch nambey: Druig Mo, Juantity: 2 dotties

Indications: Moderate to severe gry eyes
Uzage and dosage: 3 times g day, $1o 2 drops sach tme

Swvength: 10 gL SR me Expiry Date: Storage condition: AFtight
preservation

Suppler: Zhaoks {Guensthow) Dphthiaimictogy Pharmaceutical Lmited

Oydosparing § Cphthalmic Get {(Wisk 4)
3 S.akmgl i:\g mist ak.,e{ glease return the remaining drugs ang

Batch namber: 2316LA137S  Protocod murabern gg(— “‘S ﬂ.—zaZ“ﬂl
Drug batch numbey:

Tuantity: 3 bottles

Indications: Moderate 1o severe gry eyes
Uizage and dossge: 3 times 3 day, £ 10 2 drops each tme

Swength: 10 gLERme Expiry Tate: Storage conditicn: Alrtight
preservEtion

Supplier: fhaoks {Guangrhow) Ophthatimology Pharmaceutical Lmited

Fig. 9
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[PANEL

Grade Criteria
0 Egual to or less than panel
A
1 Equal to or less than panel
B B, greater than A
i Equal to or less than panel
C, greater than B
T Equal to or less than panel
B D, greater than C
v Equal to or less than panpel
X . E, greater than D
o vV Greater than E
[ ] [ ] [ ] |roraL [ ]
From 0-5 | From 0-5 | From 0-5 [SCORE: From 0-15
Fig. 14
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Proportion of patients whose corneal flucorescein staining score (1C55)
decreased by 2 2 points from baseline at D14, D42 and D84

Fig 15
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