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1. eZRREUSHITER

LZERDEFR : Doravirine / Lamivudine / Tenofovir Disoproxil Fumarate
Bilayer Formulation

HieEosHaH. EMAUVERES

HEAEDRTATT : MSD

£FRr © BER AT fER 810 MSD #X&tt FEEIS
BRES . 048-588-8411

BFA—ILT LR . EHSDATASTEWARD@msd. com

RREREEES : +1-908-423-6000

HR AR U ERLOHR

AT D EEA

FEAEDOHIR S

2. ERAEFEORN

L&D GHS 7758
RICHITHEEGBGEE R © EH2A
Rt

ATEE D Re2

HERMESRSE (REF< @ B9 2 Mk & BF)
%) (&0)

GHS S RILEHR

IERREXIEY VR : %

FEMREEE 25
fElRAEEER : H319 SRULVERRIE.
H361d lRR~DEZEDE TN DEEL,

H373 REAICH-5. XIFREEF<LE BO) 1L 5RHFOE
BTN (MK & TR

1/24



RET—2V—F

€3 MSD /) e

Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

R &= HWETH: BEES: BIEIHETA: 2025/04/14
14.0 2025/11/20 58630-00033 #EYERH: 2015/02/16
===

P201 {EAATICEIRERIAEEZAFTH I &,

P202 £ THREFEEHAEMT HETMYRbHIEN &,

P260 3 CAZMA LA &,

P264 Rk LMEITEEZEZ L <CKES 2 &,

P280 IREFR MREK RERE REEZERIT S L,

HREE:

P305 + P351 + P338ERICA-1=15E : K THOBIEERCE
S5C¢, RIZAVEAY FLUAEEFERLTWTERIIHE S5
BlENT L, TDRILEXFERITII L,

P308 + P13 [EK BRIFIIK BEDBELHHIH5E | EEIDZE
SEREETERITHI L,

P337 + P ERDFIHA L HE : BEIDZR/ FHTEZ(T
5T &,

RE:

P405 fEfE L TIRET H &,

BE:

P501 AW BRERBIN-WIEHERICEET H &,

GHS ZHAICE S L E W hDERRE FE
BEELGBERVEESNSE @ MI. N FITLLLBZEDOEMIDNEDMIZ, BRED
EEREOHE BLAZRERHBT HEENLHY ET,

3. HRRUESER

{tEYE - EEYDORXF D REY

5%

=2 CAS B = EE= (% w/w BN TREE
&S

|t)b aA—X 9004-34-6 >=20-<30

ILamivudine 134678-17-4 >=10-<20

Tenofovir 202138-50-9 >=10-<20

[Doravirine 1338225-97-0 >=1-<10

4. HRHRE

— BT RN R

EHOHZEPL, [NAT CNGNEERFELICEEDSEE

2F5,
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FERARSICIHE. FLEIREAHLERIL. EMDIETRE

ZIT5,

|RA L1555 D RVRAAESS, BT EIDSABEYT 5,
ERLEZZI1TS,

KREIZf%E LI=5HE DOEMLEEA. EBICKEBESEDKTHVNRT,

BRLERRE S UVHZER <,
ERLEZEZZITS,
BERADHIIZKRZERES .
HEBERY HEICERITHKS.

BRIZCA-T=155& D OEMLEEA, EBICZEOKTOLECED 15 SHIBEZR®R
AV S
BHCTEREEICIE. 22429 FLUXERY ST,
ERLEZZITS,

RARAATZER D RARAEGE. BEICHAEGZL,
ERLEZRZITS,
KTOz&<TT

AMERRUCERMEEROR @ RUOERIE.

L EELGHIRER BREADEZEDOEZTNDEL,
RELTHLIVWERHBIZHYRAFAALES. FHFICES
DHLEEENLH D,

BREEET SEDRE D MOANEEEEFELOREITERZILL, HEESKTLLR

RKRZFERATH L, BROFREMNHDISEEE. HESD
B EANREREZSRBOCE (HE8Z23H) .
EEISHT HHAGEIREIR | IFRESIUMEREZERTS &

5. KRKFDIHE

)73 K DOKIEFE
it 7 L3 — )L iaE K F
“BfemE (C02)

IR K H
32> TIXR 5 R LVH KA D ORIRGZL,
HEORBIRAEEN D BMLADEREEITS, ZRAITHIEEDHMMH CANS

BLTHBYBNENEFET HERLABRRDBIRAH S,
RBEERD~DREIREICEZRETEENHD.

HERGRIED D RFRERIEY
EHEEY (NOX)
NAT U AEEEY
ERERIEY

BHEDHENAE D RBOIKR ERIRKRICHE CTEYGEXRFREANS,
REAHDBRZANT H5=DICKEEFET 5,
RETHNIEIREBIZEI D THERKEEN BT,
RgMoBESED &,
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HREITS>EDRE DORKEFICE, BRRRSFEERT 5,

REEZERT D,

6. RHFFOEE

AMEIZHT HEEFER. RE © RKEEZERAY S
BRUVRIRHE ZEGRYFLDT 4R (HB T 238) . BAARE
BnfRERICEYN BB 8ZE3R) .

RIEICHY 2FEFHE D RBEADOBHERETS &,
REEHRELThHL., %hb_li‘fh’éi&)éo
BRINEEZFKEREL. L9275,
HsEL< IEIHI‘G%?&L\%—A@ A BBIKISERT Do

HLADRVHEDOFERY @ ZENFEDE BELINERETROERY ., EYEESE
Bt IZBL. BET 5,
MLADEIFADREZEITS (Thabhb, HLADERL
T.i%ﬁo)lj_:*’ﬁ::m( J:%)/ﬁ*ﬂi')
MLANERFITHALRETHREESN D EBHEEDRSE
AT AHDT, REICHLAZEESIETEL LR,
AERERE. BETDEICE. EABBESIUVEODR
BlICfE->TUNET L L, TORBICERSN-MEIZOL
THLR%ETHD, EDORANBEREIN LN EHERT HILEN
Hb
ASDSDEB 13 E LU 15 THLT, HABBAREIUVED
EREOEHEDY .

1. BEVWRURELDEE

ER{&LN

BAfTRO =58 D OBESLSBHEL. FEFRMIBIKLERESIERITE
nHb.
B GEN, EE, FTEERESESARE EOBEYL P
BEZHT 5.

PR, &g D EULBSREBOTCTOAMERAT S,

ZERILIEEE D RBORRIZH TN,
MLCAZRALBZWNI &,
ERAIAFE LY,
AR & DIz EEITS,
BEWNRITEEE L KRS 2 &,
BISBERAEOKRICEDOE, EEHORFESLUREHED
EITREICRVERYIES 2 &
MLADEREEEFBAET S,
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FRLAEWVMESICEIBTBEZEHADTH <,
BHOENENSES TS,
HESMEICH L TFHLEFEREED L,

RN OREEMZEHLEL. BE~NOBHEZHR/NMRICTHLS5FE

9%
e ok ] 3 D ERER
HEXE D BEOHEARICIEENEADE S EOTRENH D EHEE .

TEBROBELIZTA ISV VI VATLAELUREY Y
J—%#FELTLEEELY,
FERATIIRBERVEREEEILT 5,
BEINE-KRRITIEFERT DREIICHEKET LS L,

T77) T4 DOMBBEARL—D 3 VIClE, TP =FO
vho—L, BUGEASLERE. BULGKRLESKLVE
EBREFIE. EXFLEER. EXERLLEERATNOERDOL
Ex—%2&8CWENHY ET,

rRE

LREGRESH COEUEIANILDODONEBRRITANTE <,
fefE L TRET S &,
FEDOREIZH>TRET 5.

EMZIEYE D ROBRBEEEVNSOLLITRELAL:
SRERE &I

RELFHRDEMH DOESTUOME HMREGL,

8. I BMLRUREHEE

ERRRICETIRINRBRR/HERE

5 CAS = BiE (REl | EHEE/EERE | HA
&) HE | HFREE

)L0—X 9004-34-6 TWA 10 mg/m* ACGIH
Lamivudine 134678-17-4 | TWA 100 pg/m3 (OEB RER

2)
Tenofovir 202138-50-9 | TWA 150 ug/m3 (OEB NER

2)
Doravirine 1338225-97-0 | TWA 500 ug/m3 (OEB2) | RER
B P D REBYANDOERER/MET AICIEXETAREA RO bR

—I)LEFERLET,

B RKXEBFIVRRZRET DO, £2T00=7 )Y
JEBIIRBREICLYERSh, GIPEZIHVERES L

PRENHYET,
RiER
FEIR FAREER D BYGRHKEENFATELRMES, FEIE < EF

THENA FS4 D OBERENDE L BATSNIBEE, T
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MREREEFRALEL &S,
J4NVE—B4T D MEIFRYA T
FORER
e D THEREFR
IRDORER DA RO—IL R EREREL LLFXI—FJILEFERT 5,

EEREEL LIIEEFICEOZVMRE, S X+, T70Y
W ELRRET HIGEIX. @YGEI—JILEERT 5,
MLA. SR, £ LLEI7OVIICENEESSEIND
AREMEAHDEEIL. T —AP—IL KL LLIEZFDIEHLID
INT7z—RBEOTOTo avEBERLELLS,
RERUVEADRER D A2 —LHLCEIERERAI—FEBERALEL LS,

9. MEMETILENEE

WERAR RE . E

& . T—A%L
CAR L T—A%L
R oLEWVEDIE T840
bR R E R . T—A7%L

BRXINBRARVBEERE @ T—24L0

AT (BMR. =) DMIL AV ERYUTELLFZEDEFEMOLEDMIC, B
DR LAZEEHRRT 2EETNLHYFT,

AIAE GRAK) oT—ahL

BETRARVERELRR . AIARSR
BREGHED LR /AIMER @ T—4274L

&

BREEDOTR/AIMTR @ T—4274L

&
EIPS - JEERY
DRRE T—HGL
pH T—RIL
EFEEE JEERY
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FHEE
ENFLE (BpAhTEER) JEEZY
BRRE
KB M FT—R1L
n-A%4 %/ — )L/ KHERRE JEZY
(log f)
RRE JEZY
ZERV/XIIERNZE
tbE FT—R1L
=E FT—REL
B HRAZE JEZY
IRFEE IBEETL
[ e ABRIFERIEEME L LTIEDEINLGL,
NFE F—R1L
PIFHME
FFHA4X F—AHL

10. REHR VR
R E

LR E M
fERAERIGATRE

Bl HNERM

RISHERE LTIEBES NG,
BEORETIIRE,

MI. N FY2THLLEFZDEFEIDLEDRMIC

DM LAREMRT DEETNLAHYFET,
BUOBILRHIERIET S ELH D,

B, oK. KIE

. BEM

MLADRLEZERITS,
EMERYME ERAEH
BRAEL S RRERY ERAELGNBRERDIEE 5N TULVELY,
1. HEHEER

AR D & 5 REZBOFER

%A
SR
EE
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&S HETA: BERE BiIEkETA: 2025/04/14
14.0 2025/11/20 58630-00033 YE{ERR: 2015/02/16
RICA-=5B&
Foli--1:d
FIRAATRELIERICE DR Y DFETEALY,
B
AMsEE @ &n) D RAMEMEHEEME: > 2,000 mg/kg

HiE HEICLDAE

B
)0—X:
2EEE &n0) : LD50 (T F):> 5,000 mg/kg
SMEHE (RA) : LG50 (S k):> 5.8 mg/l
MBERE: 4 h
HERE MLCA/ZX B
2MET BR) : LD50 ("7 ): > 2,000 mg/kg
Lamivudine:
2EEE &n) : LD50 (T F):> 2,000 mg/kg
LD50 (¥~ X): 4,000 mg/kg
HZ: CORETIHETIIB|EINTULELY,
SMEN (Z0MHDRER) © D50 (T k):> 2,000 mg/ke
REZE FIkN
Tenofovir:
SMEME &N © LD50 (T k): > 1,500 mg/kg
LD50 (X): 30 mg/kg
Doravirine:
SMEME &nN) : D50 (T k): > 750 mg/kg
HZ: CORETIHETIIB|EINTULIELY,
(T v b): Ak ABE
#E: AEEOIHIIZEH SNiEh o=
LD50 (X): > 1,000 mg/kg
HZ: CORETIHETIIB|EINTULIELY,
LD50 (w2 R): > 450 mg/kg
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&S ;ETH: BEEE BIEISRETA: 2025/04/14
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|| BE CORETEREIFBERIATOEL,
BEREY fist
FIRAATRELIERICE DR Y DFETEALY,
7% 0
Lamivudine:
"E L
R D BEOEERE
Tenofovir:
|E L
R D BEOEERE
Doravirine:
||z L T—AHL

BRIZx 9 D ERGREN RFIHE
SR UVRRIR

B4

Lamivudine:

2 Y
S . IR~ORIEA L

Tenofovir:

i oYy
ER D SRE DR

Doravirine:
|lE= L F—aHL

WO 2R FRAEPE (3 B2 R AR 1T
BB
FATRELAERICEDCRYDFETELL,

FEOR AR R AEIE
FATRELAERICEDCRYDFETELL,
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5% 0

Lamivudine:

REOIER BR

i D EILEYER

R D EEREME TIEAN

Tenofovir:

HEga 14T D REIUTAME—T 3 VR

REODIRE D RS Ef

i DEILEYER

R D REREME TIEEND

Doravirine:

||i&= L T—AHL

AREHIRRE RIRM

FIRATTRERIERRICE DR Y DETELHL,

D%

+Z)0—X:

in vitro TOEEE%E D REBRAA T MAEMERWSEREALT EHER (AMES)
fER: 2
HERS A T in vitro BELEYMRECFERSAR
fER: 2

in vivo TOEEENE D RERA A T HELBWARMmMER/MEERER (in vivo HilaE MR
ER)
EB:.TOR
BRERE SRAHRAATEEE
R 2

Lamivudine:

in vitro TOEE:EE%E D RERAA T MAEMERWSEREALT EHER (AMES)
R 2
HREER A T T ORY UN[E
{58 TEARE

in vivo TOEGEN D RERA A TR ER
By bk
RERZK 20
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&S RETH: BEEE BiIEkETA: 2025/04/14
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R 2t
SHERAZ 4 T in vivo IHELIBRTMAEZE A ULV A E R DNA SR
(UDS) EXER

oy bk
R 2t

Tenofovir:

invitro TOEEEME D REBRAA T MAEMERVWSEREALT EHER (AMES)
R Bk
HEEZ A T in vitro BELEYHRE T TFERRAR
HR B

in vivo TOEGEMN C RERA AT ETEEM (in vivo HELE BRI E T
ER. FBARDH
. w9X
52 BEREST
R fEH

SIEHRREZEERE - TR A ¢ BAAECAREHRBEREERE L THETSEIETER

vk LY,

Doravirine:

invitro TOEESHE D HERAA T MEYERWSEIREALT EHER (AMES)
R fEH

RERA A T RBRER
TRAMRTL: FrA4 Z—ANLRSY—INEHM

R =

in vivo TOEEEM D RERA A T IMEEER
By bk
ez Sa
BREZK £#0O
R =

EHAE

FIRTTRERIERICE DR Y EETEALY,

D%

+)LO0—X:

i Sw bk

BE5ZK RAHRAATEE

A% 55 R ] 72 B
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||.%E% DR

Lamivudine:

& DSy bk

A% 55 B ] 2%

R DR

i DY HR

A% 55 B ] 2%

R DR

Tenofovir:

i D WYHR

B 5 R C#0

A% 55 ] © 104 8

R Do

i -

BEZ®K © 0O

A% 55 o R : 104 8

#HR Do e

Doravirine:

& XY R

BREERK C#n

g 25 A ] . 64 A

HR Do el

& D BEELCEEEREESRESNE,N -

e

BEADEZEDEZTNDEL,

4

+)0—X:

HIRICX g HFE D REBRA 4T —tHARAEEEMEAER
By bk
BRERE SRAHRAATEEE
R 2

BIROEE~DEE c HERA A T 2HERES / DEIERAE
By bk
BRERE SRAHAALTEEE
R 2
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Lamivudine:
FIRICH T S E D REBA4 T ZHREBESHEAR
' ovhk
BEZK 0
A5l 71: NOAEL: 900 mg/kg AE
HR EES I UVVHRERE~NDEEN TN ENFHIBFL I,

RRORE~DFE D HERAA T ZRMELUVRRERE
B oux
BERK &0
fEIR: BRATEELE, | BT,
R MESHEEFRANDEELEENH D EMNFIBALT,

HERA A T ZRNE L UVBERE
B ovhk

BREZK 0

FE A= LOAEL: 45 mg/kg (A&
EK: BBIROEE~DEE,

R 5t

AEEM-TERAAVE D BMRRICEIDERBICEZLELNH D EAN—BILEAISNT
Wa,

Tenofovir:

EIRICKS 82 C HERA A T 2HERES / MEIERAE
B Sy bk
REZEK 0O
R ZREICEEEL,

RBRORE~DFE D HRERAA T ZRMELUVRBRRREE
Bovbk
BEZ® &0
R BEREIELR,

HEEA A T RN L UBREE
B oux
HR AEEEEAL,

Doravirine:

FIRICH T D52 D REBRAA T EEAH
BSYMARELUAR
S5 NOAEL: 450 mg/kg AE
R ZRRICEEREL,

BRORBE~DEE D BB T ZRINE L VRERE
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hR&E= H®ETA: BEES:
14.0 2025/11/20 58630-00033

BIEIZRETH: 2025/04/14
#EYERH: 2015/02/16

B:Iv bk

BEZK #0

F A4 FE M NOAEL: 450 mg/kg AE
R BEZEIEGR,

HERA A T ZRNE L UVRERE
& oyx

BEREK &0

FA4 S NOAEL: 300 mg/kg A=
R ATEEEGL,

BERNEREN (HEIECE)

FIFATTEERBICE DR Y DETELLY,

BEENERSE (REFCE)

E#ichi-5. XIIREEFECE @&ND) I2L2BHEOEEDS TN (K, & B,
D%

Lamivudine:

REOIRE D BRAHFIAATEGE

ERIEES © Im;

TEAAD L RHlIchi=5. RIIREIEKTBICKIBHROEZEDE TN,
Tenofovir:

EZEr g2 g, B

TEAAD L RHlIIh=5. XIIREBIEICEBICLIEH[ODEZTDE TN,
RERSEMH

B4

+)l0—X:

i Zvk

NOAEL >= 9,000 mg/kg

BREZ® A AATEIGE

A% 55 e ] 90 Days

Lamivudine:

i Sw bk

NOAEL 425 mg/kg

BREE®K 0

AR 55 R ] 6 # B

Er gz mig

fiEIR BEBOARRR, MFIRFE 3t
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&S ;ETH: BEEE BIEISRETA: 2025/04/14
14.0 2025/11/20 58630-00033 #E{ER A 2015/02/16

||&= . HBRCTHEIN-EEASH

i BN

LOAEL : 90 mg/kg

BEZH®K 80

A 25 R 12 A

ERIE RS © Ik, BERE,  ATEE

SEIR DORERE, TH, MEKEZELE, FHEEER BEALE

& DY HRA

NOAEL ;500 mg/kg

B 5 R D80

i 25 R R 1 58

ERIEES D MR

Tenofovir:

i DIy b

NOAEL . 30 mg/kg

LOAEL : 300 mg/kg

BEZH®K © 0O

A% 55 B R 13 @

ERIEES - ¥

i NN

NOAEL © 3 mg/ke

LOAEL : >= 10 mg/kg

B 5 R C#0

g 25 A 42 B

EZEr g2 D B

2 . J1%

LOAEL : 10 mg/kg

BREZ®K KT

g 25 B 10 # A8

Er g zs .- ¥

Doravirine:

i AV

NOAEL . 450 mg/kg

B 5 R C#n0

iR B A . 6 #H

e D BEELEEERAESRESNEL, -

& XYY R

NOAEL ;> 450 mg/kg

BE5ZK o0
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&S ;ETH: BEEE BIEISRETA: 2025/04/14
14.0 2025/11/20 58630-00033 #E{ER A 2015/02/16

iz 2= B R 3 58

-5 D BELGEAEEFEREBRESIAGH, T

& BN

NOAEL : > 1,000 mg/kg

BEZH®K 0O

A% 55 B ] - 9 4R

e D BELGEAEEFRAESBRESIAGH, T

RAAEEH

FIRATRERIERRICE DR Y DETELL,

AEIZHT D REBEER

B

Lamivudine:

RAHIAATEIGE © e BBSE, RS, WIRRE, TR, B

Tenofovir:

RAHIAATEIGE DOERK mER, TR, BN, S5, 5ER, XD

Doravirine:

RAIAATEIGE CfEYK:GREL, FER HFEWL, MER, RP, BEELE, JT v

U, HREKE &

SRS
B4
+)LO0—X:
BEN : LG50 (Oryzias latipes (F14 & A4)):> 100 mg/|
MEEERSME: 48 h
HE BT smEarFonf-T—42I12&ED<
Lamivudine:
AasH : LC50 (Pimephales promelas (T 7wy kAy K2/ ™)) > 97.7

mg/ |
REERRER: 96 h
7% OECD HE&E A A K54 > 203

SOVIOEOKEESHSY  EC50 (Daphnia magna (74 =2 >a)):> 100 mg/l
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&S WETB: BIBES: BIEIZRETH: 2025/04/14
14.0 2025/11/20 58630-00033 #EYERH: 2015/02/16
X9 HF T IREERFM] 48 h

EEKEEYIIRT EEN

Tenofovir:

EHE KkEEYIIRT EEM

REM (BUESH)

TOVAFOKEEEHDY

[Zx9 HEM (BHEEN)

WMEMIHT HEM

Doravirine:

SUOVIFOKEESHDY

[THT BE=ME

7% OECD HERAA RS 4 2 202

EC50 (Pseudokirchneriella subcapitata (#kE)):> 96.9
mg/ |

BRERFME: 72 h

Fi%k: OECD HE&RH A K54 > 201

RANEFZEEE (Pseudokirchneriella subcapitata (k%) ):
96.9 mg/|

BRERFME: 72 h

Fi%k: OECD HE&RH A K54 > 201

EC50 (Raphidocel is subcapitata
IVRRAY M BE

IREERFE: 72 h

7Ai%: OECD FHERH A K54 > 201

(G KTMERRE) ): 69 mg/|

RAEZEEE Raphidocel is subcapitata (/KR
) ): 18 mg/|
RREERFR: 72 h

7% OECD EAERA A K54 > 201

BRESEEE Pimephales promelas (7 7y kAY K3/
)): 9 mg/l

IREERFME: 32 d

A% OECD SHRER A A K54 > 210

RAESEEE (Daphnia magna (A4 322 >3)): 12 mg/l
BREEREAE: 21 d
ik OECD HRERA A K354 > 211

EC50: > 1,000 mg/|

BREBRF: 3 h

HERS A T IR

7% OECD BHERAA K54 > 209

RAESERE: > 1,000 mg/|
MREERFREL 3 h

HER A A T IR

7% OECD HEE A A K54 > 209

EC50 (Americamysis (ZA 1A I X)):9.1 mg/l
BEEERFME: 96 h
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REF—5y— b

Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

hR&E= H®ETA: BEES:
14.0 2025/11/20 58630-00033

€3 MSD /) e

BIEIZRETH: 2025/04/14
#EYERH: 2015/02/16

BEKEEYIZHT S

BEN (BHEST)

3 *‘//:%”0)*&5%‘*&@1% :

(x93 &M (8BS

WMEDITHT B

st

3]

=5 -

EC50 (Pseudokirchneriella subcapitata (%k%)):> 5.8 mg/|
RREERFR: 72 h

7% OECD HERH A K541 > 201

BE BRERFEICS T EMHEL

RRESEERE (Pseudokirchneriel la subcapitata (#)):
5.8 mg/|

MREREERT: 72 h

7% OECD HERA A K54 > 201

% BARERREICSTI2EMHEL

RAREZERE (Pimephales promelas (7 7y bAy I/
2)): 1 mg/|

MRERRER: 32 d

7% OECD REEAHA K54 > 210

% AEERREICST52EMHEL

RAEZEEE Daphnia magna (A4 32 >0)):0.38 mg/l
BREERFR: 21 d

7% OECD RERAHA FS4 > 211

&% BRERFEICK T EMHEL

EC50: > 1,000 mg/|

BRERF: 3 h

HERS A T RO

#i%: OECD HERH A K54 > 209

RAESEEE: 1,000 mg/|
BREBRF: 3 h

HER R A 7 PRI

75i%: OECD RER A K54 > 209

RE - o
B4
+)l0—X:
SR R S0,
Lamivudine:
SR HR ZoEMETIEAEL,
E0fE: 4%
MREERFME: 28 d
Tenofovir:
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RET—RI—F

€I MSD [ rune
Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

&S H®ETA: BIBES: BIEIZRETH: 2025/04/14
14.0 2025/11/20 58630-00033 #EERLA: 2015/02/16
E DR D RR BAMHETERN,

HfE: 3.66 %
BRI AR 28 d
7% OECD SRE&HA K54 > 314

Doravirine:
o R D RBR SomETIEAL,
£ 2%
RRERESR: 28 d
EHERN
B
Lamivudine:
n-449%/—IL/ KnERFHRE : log Pow: -1.44
(log fE)
Tenofovir:
n~-A49 3/ —IL/KHEFRE : log Pow: 1.06
(log f) pH: 7
Doravirine:
n~-A49 3/ —IL/ KHEZRE © log Pow: 2.08
(log fE)
TiEP OB
B4
Lamivudine:
BREFOLf : log Koc: 2.03
Tenofovir:
BREFOLf : log Koc: 3.33
Fi%: OECD HE&E A A K> 4 > 106
Doravirine:
BREFOL : log Koc: 2.86
IV UB~OEEH
JEEZY
thoEECE
F—RHL
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RET—H—F EIMSD A v
Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

R &= HETA: BEES: BIEIHETA: 2025/04/14
14.0 2025/11/20 58630-00033 #EYERH: 2015/02/16

13. BELDOEE

BEEAE
ERBEZEY D A EBEOREIZHENLDT D,
BEEMETKABH L TREGESEL,
FREBRRVOBE D EORBE. VYA VIVFERFREEDHIZ, BRIZR(ITT=

REEWMILEREICRTET S,
FICHEARMES., RERGRELTRET D,

14, WELOERE

ERRER T

fE_E &6 (UNRTDG)

fElEeE LTRElENT l,\t,nl,\

EEES JEZS
E&E#i%x4% (Proper shipping : 3JEZH
name)

EE 548 (Class) |
BIRfER&M (Subsidiary risk) :  JFEEZY
BB/ ZE4R (Packing group) ]
S X)L (Labels) o JEERE
REEEH ]

finZ2 i (IATA-DGR)

fERME L TRHEI S TLVEL

UN/ID &S (UN/ID number) : 3JEEZY
EE#i%E4 (Proper shipping : JEEZY

name)

E&E 4548 (Class) D OJEERY
BIX B (Subsidiary risk)  : JEEZRY
A28 (Packing group) o JEERY
Z )L (Labels) D OJEERY

WafEr (EYH) (Pack- @ JFE&=
ing instruction (cargo air-

craft))

WHaEr (kREWH) (Pack- @ FFEH
ing instruction (passenger

aircraft))

5 _E ¥z (IMNDG-Code)
EEME L TRASNT L\t;l,\

EE%S i

EE#1% 4 (Proper shipping : JEZY

name)

E&E5 45 (Class) o IRy
Bk fEkRE o JEERY
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RET—2V—F

Doravirine / Lamivudine / Tenofovir

€3 MSD /) e

Disoproxi| Fumarate Bilayer Formulation

&S RETH: BEEE BiIEkETA: 2025/04/14
14.0 2025/11/20 58630-00033 YE{ERR: 2015/02/16
REER JEZE
SN JEZE
EmS o—FK JEEZY

TR RN (R - %)

JEZHY

MARPOL 73/78 ifff@ & [1 BT IBC A — FICX A [EoWMAMZE SIS BAEME (Y - EZY)
s S REBORMICITIEZS,

P35 il

EOREDERG L, HE 152387 5,

B DRERE
JEER Y

15.

#ERER

AR
HRBAE

fEfRY). EERBRYICEZE LB,

L&E&

HELCFME. BERCEYE. BEFMEEMECEZLE LG,

FEREMEL
BESHKEILShIEEY
e
BEDHRAIZRITHREREY
e
REEEER LRt ARME
e

ZRFEORBO S h-LFYE (BIFLEEMH)

ElEE

ERFRHEORBOSh-EFME (FREBEHIEEME)

ElEE

ARFLENITRERRMRVAEY

JEER Y

AMFERTIRERRURVAEY

[

REEEELFYVE (FBRSMERAISE 594 £ 2)

JEERY
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RET—H—F EIMSD A v
Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

R &= HETA: BEES: BIEIHETA: 2025/04/14
14.0 2025/11/20 58630-00033 #EERLA: 2015/02/16

BAREME (FBRE/ERESTTED2)
e

BECEYMEREETRRA

JEzY

snh B FRhFRAI

JEzY

M7 LI E T HRRI

JEzY

BFRBEFIDEFRRA

JEZY

FEREMEEETS - NRE— (BERW)
JEZY

BV R UM E#EE

JEZY

Y B DR E R R %

JEZY

BEHARRE

JEZY

V& 3 ) S

JEZY

R L%

BERME LTS TULAEL

2k

BRME LTS TULAL
EBEELEERVELKEOHLICET 5%
(X 5 EHEE : ERIAMEIZITZH LA
ERRLETpeS DOEESEMEICIEZRE LA
FREE B U IS S IR

FRERFHERY (E@E - #AZA)

JEZY

BEMERBHERE @ - @A)
JEZY

EEVOLBRUFRICEAT 5%
EXREY

COHBOFEADODVWTEEAS ARV M) —~DREEIFER :
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RET—H—F EIMSD A v
Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

RES HETH: BRIBEE: HIEIZRETH: 2025/04/14
14.0 2025/11/20 58630-00033 YE{ERR: 2015/02/16
AICS N
CA. DSL N
IECSC N
16. ZFDHhDtEH
5| B Sk . BHEMIT—42. BEME DS IZH I F—4 . O0ECD eChem
R—2ILE L VERMEEYMER http://echa. europa. eu/D1&
RIER

LEIN—D 3 UM ERSNHBRAXE T 2 KR TRART SN TVET,

Bito+r—<wv k . #/B/H
ZFDHDOBEEEDE X

ACGIH © ¥E, ACGIHFRREIE (TLV)
ACGIH / TWA : 8 HFME. BRENETH

AlIC - =R+ U TDIHEILFERSA AU R NIT - TSP ILEREEME, ASTM - K
E#MHEERIFS bw - KE OR - AU, ZEFRE. LESEEL’HDHESNHYME DIN -
FAYRRHBARELE, DSL - ERYMEYR b (AF4): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDORGERIFTEEZAONDIERES, InS - REKOR TP
—JL; ENCS - LT EDEEFLEEME )R b ErCx - FED XWDOREERIZFTEEZEZ ONDK
R&E, ERG - BRXMIEOF5|E; GHS - HRFM AT L GLP - HERERMRE: [ARC - ER
NATZE. [ATA - EEMZEEERS, IBC - BRIEFROESBEZD-HDOMRMDIEE
RURRICEAY 2ERRHRAI: 1050 - S0%FEERE; 1CA0 - EFRERMREIMZEMES; [ECSC - PER
BleEYELE: INDG - EfELAERYMBRR IN0 - ERESHE: ISHL - sBRe/EE
(BF): IS0 - EFRZR#E{EHE. KECI - REBIFLFEMERE: LC0 - 50%BILRE: LD50 -
50%EtE (FHEILE) ; MARPOL - MfIC & 5L DBHILED - DERESHE: MERCOSIR - f&
BRMEEMBIEHE: nos - MICRKRBEPARSNATLEIDZERRC: Neh - F U REAL
NO(AEC - EEZMHHZERE, NOWEL - EESMHZEL AL NOER - BEHEUHZELRTE
B NOM - A £ aXRAI NTP - XEERFERETAT 5L NZloC - Z2a—D—F 2 FEF
ME BN, 0ECD - AR HFARME, OPPTS - eE2MELRLEM - AFRLLRF, PBT - #HEME
- EARERENE - HFEEWE)  PICCS - J1JEEEHEA AV E)—; QSRR - (F
BH) #BEEMAERS; REACH - LM BE D&, Ffi. 22 TTH X UEE REACH) I2BIY 5RAI
(EC) No 1907/2006; SADT - EHEMESEEE, DS - TE€T—42 ¥ — ~; TECl - 24 ICBF
DILEMEDA oA 1) TCSI - BECEMEA VR b —: TD6 - fEfEHEE; TSCA -
FEMERFECKE) . UN - E&E: UNRTDG - EffEAERYEEES, WPB - EEICHS
RUEEICHERML: WMIS - ERSRIREEUMERR AT LA

CORET—HI— QU TSDS) &LVD) TR T HFEHR(UT TRIER] &V 5)(F, REE
BERIZEVWT, BHOREDOHH. BFH. RMESDLETEETHSLHHLIEZIDTT,
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Re27—8o—t EIMSD /A

Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

R &= HETA: BEES: BIEIHETA: 2025/04/14
14.0 2025/11/20 58630-00033 #EYERH: 2015/02/16

AIERT. HBEOREGEREVL., £A. LE, RE, #iX. BERVRRICETIIHI TR E
LTOHMERSNTEY. WHELRERESHERBELT LOTRESHY FEA, KERIL.
SDS DEEFICTR SN TVIHESNEHGICETSLDOTHY ., HEARL/MORR EEAE
HET, RFTOLRAHTHEASNDEE, AXHITERLSGEVRY . BHICIIAE S GRS
AHYFET, AHRGOERBSMICEVTIE, XERRVHREHEEZERT 5812, FRES
MOEBREGICE T L2AERBOEYLAMESHT. FRAESMOERY 52HETORENIKR
[CETHARHADEFEL. FA, BE, RUREICDONT, HEREVET,

JP/JA
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