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Bilayer Formulation
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RET—H—F EIMSD A

Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
11.0 2023/09/30 58630-00029 #MEERCE: 2015/02/16
EREEMRER : H319 R LBRWE,

H361d B IR~ADEBEZEDEENDEEL,

H373 REAICH -5, XIIREF<LE BO) ITL5EHFOE
EDEEN (K &, B,

HA02 KEEMIZHE,

REFE:

P201 ERARTICERIREGRBAEEZAF T H &,

P202 £ THREFELZHAEMI DETMYHEbhEWN &,

P260 ¥ CAZMA LKL &,

P264 Rk WMEIXEEZEZ K <KD 2 &,

P2I3 IREBE~DHMH EEITHZ &,

P280 REFR MFEK RERE FREEEZBERT AL,

ICEMEE:

P305 + P351 + P338 ERICA-71=1HE : KTHOBEERELE
5C¢, RIZAVAV FLUXEEFERLTOWTESIINE DS
BlINT L, TORIEEERITH L,

P308 + P13 [EK BRIFIEK BN BN HDHIHE : ERMDILE
SFETERITSHI L,

P337 + P13 ERDRIEA R I5E : ERMDZE / FLUTEZ(T
52 &,

’_RE:

P405 fESE L TRET H 2 &,

BEE:

P501 N, B RKBSN-NBERICEET DL,

GHS IR L WMDEREEL
EELGHERVEESNDE @ MI. N FYUTHLLEZDEIDNEDRIC, BHEED
EEEOME MLAZEZRHETHAEENLHYET,

3. MRRURBSER

LEME - EEYDORXR . EEY

5%,

=22 CAS &= EHE (% w/w) BN REE
B

[ tro—x 9004-34-6 >=20-<30

[Lamivudine 134678-17-4 >=10-<20

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

2/25



R&T-—%—t CIMSD /A
Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

IRES WETH: BEES: AIEZRET H: 2023/04/04
11.0 2023/09/30 58630-00029 #MEVERLB: 2015/02/16
lIporavirine | 1338225-97-0 | >=2.5-<10
4. EREE
—REET RN R D BHOBEP. [N T ChGWEERELICEEDE RS
25,
ERMNREICIHE. FHEARMIHLEEIE. EMDIERE
21t5,
WRALT=mE O RVDRAAREGS, HBOEIDERA~BET 5.
Eﬁﬂﬁé%wé
KREIftE LI5S CEMLEE, BELICREESEDKTHEVRYT .

BERLERBRE S U#HZR <.
ERLEZZ(T5,
BEADOHIZKRZES .
HEBFERYT HRICERISHKD.

RIZA-=-1H& D EfMLEBE. EBICZEDKTALECES 16 BB ZE®
LR,
HECTEREEIZE,. a3 FLUXERY MY,
EBELEZEZI(T5,

A RAATEEE L ERBRAATEEE. BEICHEAELZL,

EELEZEZI(T5,
AKTOZEXLTT L,

AMEREVERMEEROR © EUOBRFRE,

L EEGHRER FRIRADEZEDEZFTNDEL,
RELTHLIWERHICH-YBBAALIGE. BBICES
DEIETNLH S,

SREEET HEDRE : ﬁmﬁégaﬁaewyékiﬁiﬁu~%ﬁéntuéﬁ

EREFEHATLHLE, BEOTHMELAHDIEEIE. EESD
%wmﬁxﬁﬁﬁéﬁﬁw & (BB 8 %3H]) ,

EMCHT HRAGEREIR ¢ XFREBSIUMEREERITH &,

5. KEBDFEE

WY 75 H A o JKIESE
fit 7 L a—ILiasE Al
“Egibz®k (C02)

YR K H
2> TIXR 5 R LVE KA DORIRGL
HEDRIREEN D BMLADERZEITS, ZRPICTHILEOHME CANS

BLTEBYBKRENFETSEMLABRRDBIRAH D,
RRERP~DOBREBEIRRICEERETEENH D,

HERERIEY L RFREAEY
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R&T-—%—t CIMSD /A
Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
11.0 2023/09/30 58630-00029 MEMERHE: 2015/02/16
EFREEY (NOX)
NnNaFUEiEEY
EREILY
BAREDHKAE D RGO EFDREICE C CEYHEAFRZRALS,

REAHDBRERENT H=DICKEEET 5.
RETHNEREBEI VT FEZRNKBEI BT,
R o RBEESED &,

HRETS>EDRE DOKRKERICIE. BIRXMRSBEERYT 5
REEEERT .

6. IRHFDHEE

AMRICHT HEEEE. RE © REEZERT D,
BRURERRE ZEGRYKZLNDOT kAR (HB T 258) . BEAKRE
BD#REERICEN (RE 8 Z23H) .

REBICHT HFEER D REANOBRHEZEEITSH &
REZHERLTHDL, EAPIERZILED D,
BERINEZRRKEREL. B5T 5,
HAZE L CERTEZWNMERIE, HABBKICERT 5.

HLAHRVHEDAERY @ ZENEIOER. BEEHINRERETRUVERY , BYLER

2 CHL. BEY S
BMLADERHADREZEITSH (TahHE, MLADEEL
EREDEEZERIZL DER
MLANZERHPICHRTRETHREEIN S EEEMEDEEY
EMRT HNT., REICHLAZEBRSE TG LA,
ABMZERE. BETDIRICE, FMAFBBRESIVEOR
BlIcfE-TRES L&, TOREICERASAEHEICION
THLRKTHS. EORUNABEREINLINZHEET 2LEDN
Hdo
ASDS DIER 13HLVU 15 THENT, MABRAKRELVED
ERHEORZEDY .

1. BREVWRUVRELDEE

567 {R)

R ATEI R D OBESIHINEBRL. BBRFRAMIBIKLEREZSIESEIT L
hiﬁéo
BERMGEN, B, FEEFEESERG EDETLTFH
HEZHET .

BRrgR, £HBK D EYGHMRIEEDOT TOAMERY 5,

ZERREIRER D REBORRIZA TR,
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R&T-—%—t CIMSD /A
Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

RES ETA: BEES BTEIZRETH: 2023/04/04
11.0 2023/09/30 58630-00029 #EER B 2015/02/16
MLAZRALAENI &,
BRAAFEZLN,
iR&DEfMEETS,

WMFEWVEIEIREEXCHES &,
BISBRERAEOKRICEDE, EEHOFESLUREHD
ETHRTEICHEVRYIES 2 &
MLADEREEEZIBOEITS,
FRALEWVSAICIIRRZZEANTE L,
BHOEMENSESITS,

HESHNEICH LTFHLEFEEZLES L,
FNOREMEZHLEL. RE~AOBEE&H/NIRIZCTSIEL5:F

9%
Ffih [B] 5 D ERIEH
BAEXE D BEOERAPICIEEVE~DE S BOTRENENHDIHE (L.

TEEBOELICTA ISV VI VRATLELUREV ¥
J—%#HRE LTI,
FERATRESRERUVEEZZILT 5,
BEINF-KRITBFEAT HAEICEKET S L.
T77UTADMBENGEARL— 3 vI[CF, Too=F7O
vha—)L, BUGEASERE. BULGKRLESKVE
ZBREFIE. EXFLEER. EXERLLEERANOEROL
Ea—%80RENHY FET,

®RE

REHRESEH D EYRSRILODNERBICANTE S,
L TRET S &,
ZEDREICH->TRET S,

BRIt E D OROBEIEHE VSO L LITEELAL
SEER L F

RERBHRAEME D OEIRUOHME MRAL,

8. E<EMLERUVKREEE

ERBREIZE T IRAMNRBERR/HFERE

5% CAS &BE EE (REl | TEEE/HREER | HH
fE) EIHEEE

+)a—x 9004-34-6 TWA 10 mg/m° ACGIH

Lamivudine 134678-17-4 | TWA 100 pg/m3 (OEB N
2)

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

Doravirine 1338225-97-0 | TWA 500 ug/m3 (OEB2) | &R
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Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

IRES WETH: BEES: AIEZRET H: 2023/04/04
11.0 2023/09/30 58630-00029 #EM4ERKR: 2015/02/16
AT PO L REYANOEHER/MET BICIEERTREEAEMMO T FO
_}l/€1§ﬁﬁ l./ gs-d-o

B, KXBEBFIUVRRERET DO, £2T00=7 )Y
TERBIHRFREICEIYEES A, GIP BRICHVERS L

ELELAHYET,
RER
IR FR{RER D BYILEFHREENFRATELENMES., FHIEEEE
THENA FSA4 Vo OEANDIE BN TSIN-BEF,
RREREFFALEL LS,
TJANE—B"A4T D WMETFRAYA T
FNRER
e D HELEFR
IRDRER D YA FU—IL R EREREL LIV ILEERT 5,

FEREL LIFEERICROZIVMRE, S X, T70Y
W ERRET BI5EF., BRI —JILEFRT S,
MLA, SR, 3LLIEI7OVILICENEESLSND
AN HBBEIEL. TJ—AP—ILFE LLIFXFDIELID
IL7z—REOTOTIavEFRALELLS,
RERVEADRER D AZ 74 —LELKIEEBRERI—FEFRALEL LS,

9. PEARTLENER

YIERIK S S i S

f D T=aL
AR D T—871L
B LEVEDE L T—ARL
AR EE R L T—ABL

BRRXMEBRRVHEER @ T—-274L

AIATE (BMR. A DMIL AV RY VT LLEZEDEADREDREIC, BN
DHLABZHRT 2EENLAHYET,

AIRE GRIK) L T—8AL

BRETRARVERLRRE AIARR
BREHEOCLR /AR ER @ T—2%4L
B

BEGEOTR/AIATR : T—24L
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Disoproxi| Fumarate Bilayer Formulation

€ MSD [} e

RES ETA: BBRE: BTEIZRETH: 2023/04/04
11.0 2023/09/30 58630-00029 #E4ERLA: 2015/02/16
E
Bk mE JEEZ L
NRBE T—21L
pH T—R2%L
RFEEE JEEZ L
BAFEANEE FT—21L
FhHEE
EALEE (BhELTESR) JEEL L
RRE
KBt T—21L
n-A49 4%/ —)L/ KHERIZREK JEZY
(log &)
AR JEEZ L
BERV/ XIIHEAFE
tbE FT—21L
BE T—R2%L
HXHRARE JEEL L
IRFAEE JEIRF S
ER b4 ABDFEIEEMEE LTIEIDEINEGL,
NFE T—21L
BT
FFHAX T—21L
10. REHRURIGHE
RIS RIGHBRE LTI EINLEL,
LR EM BEORETIEIRE,
fERAERICATHEE MI. N RYDTEHLLIFZFDIEIDREDRIZ, EHMH
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Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
11.0 2023/09/30 58630-00029 #MEERCE: 2015/02/16

DM LAZEMRT HETNLAHYET,
BUOBERIERIET S ENH D,

BITHERNEEN DB %, KTES
MLADREEERITS,
BfERYE D EREH
BIRAS LD HEERY D RBRESLSBERMIEIEM SN TULVEL,
11. EEMHER
AREM D H L REBERZROER © WA
RS A
£ HY
RICA-T=-5B&
SNsH
FIATTRETIERICE DR Y RFETERELY,
o
SEEE E0) D AMESHHTEE:> 2,000 mg/ke
ik StEICKBAE
%
£)O0—X:
AEEE #&0) : LD50 (v k):> 5,000 mg/kg
amEd RA) : LG50 (5 k): > 5.8 mg/l
REERE: 4 h
HERIRE: M LA/ X b+
SEsEE 8BR) : LD50 (H): > 2,000 mg/kg
Lamivudine:
2MENE &N © D50 (v k):> 2,000 mg/kg
LD50 (%9 R): 4, 000 mg/kg
BE CORAETEETIIRE I TV,
SMEE (Z0hoER) © LD50 (v k):> 2,000 mg/kg
BRI F2RA
Tenofovir:
llamst @&n) : LD50 (5w k): > 1,500 mg/ke
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Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

RE= WETA: REES. AIEIZRETH: 2023/04/04
11.0 2023/09/30 58630-00029 #MEERCE: 2015/02/16

LD50 (X): 30 mg/kg
Doravirine:
AaEET #&n) © D50 (v k):> 750 mg/kg
E&Z: CORETEHETIFEEINTLVEL,
(v bh): A& AEE
BZE: AEHEOIMNFEDHSNEN 1=
LD50 (X): > 1,000 mg/kg
HEZ: CORETRHRETIIBEINATLEL,
LD50 (v R): > 450 mg/kg
HZ: CORETRHRETIXB|EINTLVAELY,
BEREEMERBE
FIATTRERIERICE DR Y DETEAELL,
B4
Lamivudine:
"@ LoYHE
fER D BREORERH
Tenofovir:
"E oYX
fER D BREORERH
Doravirine:
= . F—anL

RIZx9 S ERTRENE RBREE
58 LVR R

H5:

Lamivudine:

|*E L oYR
fER o IRA~NORIHA L

Tenofovir:

|l L
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Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

REE }ETA: BEEE: BIEIZRET A: 2023/04/04
11.0 2023/09/30 58630-00029 #EERLBE: 2015/02/16
| |ﬁ%% D BEEDQRIE
Doravirine:
"ﬁ%‘ . T—A%L
PO 25 R 1 T (3 B2 8 TR 1
REBES
FIATTRESIERICE DR Y DETEHLY,
PRI 38 BLETE
FIRAREIBRICE DR Y DETEALLY,
%
Lamivudine:
REODIRE . 354
L . EILEY R
HER D RERMEME TIEAEL
Tenofovir:
HERS A T D RF UM tE—T 3 VR
EAOES 3] D RIS
& . EILEY R
HER D HEREME TIEAEL
Doravirine:
Ilis= D F—akL
AR ERRY
FIFARTRE A IEMICE DR Y DETEAL,
5
£)O0—X:
in vitro TOEEE%E D HREBAA T MEMER VWS EREALTESER (AMES)
R 2
HERSZ A T in vitro HEEYMHIREGFERESR
R 2
in vivo TOEGEMN D RERA 4 T WELEYARMmMER/MLERER (in vivo HifaE R
E%)
E:. 79X
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Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
11.0 2023/09/30 58630-00029 #MEERCE: 2015/02/16

BEREK RARAAEBE
R e

Lamivudine:
in vitro TOEEEMHE D R A T MEMERAWDEIREALTEAER (AMES)
R 2

RERA A TR UNE
R TR

in vivo TOEGENE DOEEBRE A T MEEER
& v hb
R5HER: &0
BR: 2t

HERA 4 T in vivo IHELEERTHIRE Z AL D T EHA DNA & Rk
(UDS) RE&R

B Sy bk

R e

Tenofovir:
in vitro TOE:EE% D HREBAA T MEMER WS EREALTESER (AMES)
#ER: FEAE

HERAR A T in vitro BEBYWMRECFEESER
R B

in vivo TOEEEMN D HERA 4 T ZEERM (in vivo BELEBHMAMEEEME
ER. ZBERIH)
B YR
B 520K EREREST
R pEt

AEMRERRE - TR A 0 RENSECEEMRERALERFE LTHEIT S LETER

vk LY,

Doravirine:

in vitro TOEIGEM L REBRYA T MEMERV B EIRRAZRRER (AVES)
BER e

HERA A T RBHRESR
FAMRTFL: FoA4 Z—XNLRS —IIEHA
R fat
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&S HWETH:

11.0

2023/09/30

REES.
58630-00029

€ MSD [} e

AIEIZRETH: 2023/04/04
#MEERCE: 2015/02/16

in vivo CTOEIEEMS

ENAM

HERA A T NERER
B Sy bk

ARRE: B5
BE#% &0

R pEt

FIRATREGERICEDRYDETERL,

H5:

)0—X:

12
bR
R 55 B5 ]
R

Lamivudine:

12
R 55 B5 ]
R

12
RgR 25 o ]

#ER

Tenofovir:

2
52K
iR 5 B
HER

12
REEH
PR 55 e ]

R

Doravirine:

12
bR
R 25 BF Pl
FER

Zvk
BRAFAATEIEE
72 &

(=45

vk
2 %
PRt

YR
2%
Rt
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Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

&S }ETA: BEEE: BIEIZRET A: 2023/04/04
11.0 2023/09/30 58630-00029 #EERLBE: 2015/02/16
|l&z . BEHEEERERESSALAN ST
4hEEH
BEANDEZEDETNDEL,
By
)O0—X:
ERIC X3 B E D RERA 4 T —HRERESEHER
E: Sy bk
BRERE SRAAATEBE
R 2
BROEBE~DEE . HEAe4 T 2REEN / VHERLE
E: Sy bk
BRER A AATIEE
R 2
Lamivudine:
EIRIC X3 B8 D HRERA 4 T ZHRERESHEAER
Sy bk

BREREK £0
4 5E H: NOAEL: 900 mg/kg (A=
R EESIUVNETEREE~NDEZEN TN EAHIBAL =,

FRROFEE~DEE D HEBRAA T RIS L VHRERE
& oYX
BRERK 20O
fER: BERAIEELE, , BT,
R KEHEFRANDEELEELNHD I ENHIBLT,

HER44 T ZRWELUVUBRERE
B oy b

‘5K #0

SH 24 LOAEL: 45 mg/kg {AE
EK: BIRORBE~NDEE,

R B

HBEEE-7TERXAADF . MERRICKDERBICEFZENHDIZEN BRI SINT
L\%)o

Tenofovir:

HIRICX 3 B2 C HERA2 4 T Z2REEN / VHIERE
Sy bk
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Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
11.0 2023/09/30 58630-00029 #MEERCE: 2015/02/16

’ERER: &0
HR RERICEEREL,

RROEBE~DEE D AR T RIS L URERE
& v tb
R5HER: &0
BR AELEIIGL.

HEB44 T 2RSS UVBERE
B ooy X
R AEREILLL,

Doravirine:
ERIC X 3 B2 D HRERA A T EEA
BoSYh ARELUVUAR
S 5B 7: NOAEL: 450 mg/kg AE
R ZHEEICEEEL,
BERDOHKE~DEE D HEBAA T ZENELURREREE

B oy hk

BERK 0

FEHE M NOAEL: 450 mg/kg A=
BR AEEEIEGL,

HEA 4 T ZRNE L UBREE
& oYX

RERE #0O

F =1 NOAEL: 300 mg/kg AE
ER HEZEILAL,

FERMBSRSE (HEEIECR)

FIARTRELERICEDCRY DTSR,

HERMBREE (RESCR)

REIICH-5. REREFCE EA) ICLBHFOBEEOESEL (MK & B,

H5:

Lamivudine:

REDTEFR D BRHAHIAATEEES

1Z RO AT D MR

TEAAU R o REICH-5. XIREFLCBIZEI2BHRDODEEDSE1.,
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RET—HRI—F

Doravirine / Lamivudine / Tenofovir

Disoproxi| Fumarate Bilayer Formulation

€ MSD [} e

&S }ETA: BEEE: BIEIZRET A: 2023/04/04
11.0 2023/09/30 58630-00029 #EERLBE: 2015/02/16

Tenofovir:

IZ R g 25 g, B

TEAA R RHlcH=5. RIIREIEZKBIZLZEHROEZFOS TN,

RERSEM

B4

) 0—X:

2 S bk

NOAEL >= 9,000 mg/kg

BE5#2% RAIAATEIHE

B 25 B 90 Days

Lamivudine:

T2 AR

NOAEL 425 mg/kg

BE52% #N

YA 6 4+ A

T2 RIRE RS &

JiE 4K BBROF R, MREE HIE

e HECTH=EIN-FELEN

L X

L OAEL 90 mg/kg

BRERR #0

YA 12 » A

IZ R i 25 mi%k, REREE AFRE

JiE 4K FUAERE, T, MEBREZEL, FHEEE, SEAE

2 YR

NOAEL 500 mg/kg

BE52% N

YA 1 48

1Z R i 25 ik

Tenofovir:

(=3 Zvk

NOAEL 30 mg/kg

LOAEL 300 mg/kg

BE52% #0o

A% 55 B 13 &

IZ R g2 B
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RET—HRI—F

Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

€ MSD [} e

&S ETH: BEERS BiEIZRETA: 2023/04/04
11.0 2023/09/30 58630-00029 #EER R 2015/02/16

2 X

NOAEL 3 mg/kg

LOAEL >= 10 mg/kg

B 5 #E A

A% 55 e 42 &

gl e B

i HIL

L OAEL 10 mg/kg

B 52 KT

IREZE R 10 A

1S R AR B

Doravirine:

2 Zwv bk

NOAEL 450 mg/kg

52K #0

A% 55 B =

% BEGASEREREINGM 1

i <DR

NOAEL > 450 mg/kg

B 5 Eg 0

YA 3 v H

iE% BETASEREIHRE S NEMN 1

2 X

NOAEL > 1,000 mg/kg

B 5 #E #0

A 9 4 A

&= BECASERERE SN EM 1

BRzAEEH

FIARTRELERICEDOCRY DEETERL,

AMEICHT 2 RBEHER
B4
Lamivudine:

"ﬁﬂﬁ&ﬁ%%

Tenofovir:

fEIK: BESE, R, WRKRE, T,

%
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RET—HRI—F

Doravirine / Lamivudine / Tenofovir

Disoproxi| Fumarate Bilayer Formulation

&S HWETH:

11.0

2023/09/30

REES.
58630-00029

€ MSD [} e

AIEIZRETH: 2023/04/04
#MEERCE: 2015/02/16

RARAATGE

Doravirine:
A AATEIGE

fER: ER, TH, B, S5 R RP

fEIR: REL, B, HFL, HER, %P BRELE T5v

YUY, MRRE,

FER

Bz

12.

Lamivudine:
b=

(s e aY=—3 3

Tenofovir:

TOVIFOKEEEHEY

BEKEEMICHT HEMN

B KEEYICHT HEM

LC50 (Oryzias latipes (F0A & #1)):> 100 mg/|

BREERFME: 48 h

75 BT 2MEI LR

phtf=T—HIZESL

LC50 (Pimephales promelas (77w bkAY KX/ 7)) > 971.7

mg/ |
RREERERE: 96 h

7% OECD EB&A 4 K51 > 203

EC50 (Daphnia magna (74 =< >2)):> 100 mg/|

RREERFME: 48 h

7% OECD FRERAA K54 > 202

EC50 (Pseudokirchneriella subcapitata (#k%)):> 96.9

mg/ |
RS 72 h

7% OECD ERA A FS 1 > 201

BARESEERE (Pseudokirchneriel la subcapitata (#%3)):

96.9 mg/|
RBRERFME: 72 h

7% OECD HERA A FS5 4 > 201

EC50 (Raphidocelis subcapitata (GR/KMERKE) ): 69 mg/|
IVRRAV M BRE

BREERFRE: 72 h

7k OECD HERA A K51 > 201
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Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
11.0 2023/09/30 58630-00029 #MEERCE: 2015/02/16

RAESEEE Raphidocel is subcapitata (KRR
) ): 18 mg/|

BREFEERE: 72 h

7% OECD EB&AH A K54 > 201

BEM (BESH) L RKREFZERE (Pimephales promelas (77 v kAy RFI/
7)): 9 mg/I

BREERFfE: 32 d
7% OECD HERAA F5 1> 210

SOVIAEOKEETHEY  RANEFZEEE (Daphnia magna (A I 3)): 12 mg/l
[Zxt9 &M (BiESH) BRERFR: 21 d
7% OECD ERE&AH A K54 > 211

WMEMIIKT HEMH . EC50: > 1,000 mg/|
BREERR: 3 h
HERS 4 T Rk
ik OECD HER A K54 > 209

RAEEZERE: > 1,000 mg/l
RREERFRT: 3 h

SRERA A 7 REOR N

7i%: OECD HER A A K54 > 209

Doravirine:
SOVOEOKEESHEY © ECS0 (Daphnia magna (A4 3 >3)):> 39 mg/l
[Ixt9 55MH BREERFR: 48 h

7% OECD HERA A K51 > 202
7?5 AMERFEICS TIEMHEL

EC50 (Americamysis (7 AU A I RX)):9.1 mg/l
BRFERFR: 96 h

R KEEWICT HEM © EC50 (Pseudokirchneriella subcapitata (#%)):> 5.8 mg/|
RRERRER: 72 h
Hi%: OECD REEH A FS5 4 > 201
mE BARERFEICHITIEMHEL

RANESCERE (Pseudokirchneriella subcapitata (#k3%)):
5.8 mg/|

BBERE: 72 h

7% OECD FRERAA K54 > 201

&% AMERFEICETLIHEHEL
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Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

€ MSD [} e

RES ETH: BEERS BiIESRET A 2023/04/04
11.0 2023/09/30 58630-00029 #EERLBE: 2015/02/16
AEMN (IEHSEH) RAEZEREE (Pimephales promelas (77w kAY KI/

SOVIFOKEEEHDY

X9 HF M (BESH)

WMEMIZHT HEMN

REMH - SR
%
£)O0—X:

£ o

Lamivudine:
R

Tenofovir:
EofEN

Doravirine:
EofEH

7)):1 mg/l

BREERFR: 32 d

% OECD EE&AH A K54 > 210
s BAEERREICST2EMHEL

RAHEZERE (Daphnia magna (A4 22223)):6.7 mg/l

BREERFRE: 21 d
7% OECD HERA A F5 4 > 211
7% BRERFEICHSTLEMHEL

EC50: > 1,000 mg/|

R 3 h

HRER S A T MR

ik OECD HER A K54 > 209

RAEZERE: 1,000 mg/l
RREERFRT: 3 h

HE& S A T FEIRANH

A% OECD RE&RH A K54 > 209

R Zo R,

HER: Zo@ETIEEL,
£ 4%
RS 28 d

R ZOMEETIEGL,

K5 fiE: 3.66 %

REEERSME: 28 d

ik OECD SHER A A K54 > 314

HR: BOREETEGL,
£ 2 %
BREERFAE: 28 d
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Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

&S }ETA: BEEE: BiEIZRETA: 2023/04/04
11.0 2023/09/30 58630-00029 #EERLBE: 2015/02/16
|
EHEEYE
B4
Lamivudine:
|m¢79/—»/mﬁm%a . log Pow: -1.44
(log f#)
Tenofovir:
n-#49%/—I)L/ KnE%RE : log Pow: 1.06
(log 1&) pH: 7
Doravirine:
|m¢99/—»/mﬁm%ﬁ: log Pow: 2. 08
(log &)
TiEDOBEE
By
Lamivudine:
RIEFOH T : log Koc:2.03
Tenofovir:
RECOSfT . log Koc: 3.33

7% OECD HERA A F5 4 > 106

Doravirine:
REDOSH : log Koc: 2. 86

1V UBAOEEY
e
oRERE
F—H1L

13. BELDIE

BREHE
ERRBEEY D WA BBRAEDORFEICHVNLST B,
BREMETKABH L TEGE 5L,
BREHRVER D ZEZOBRHIE VM ILFERERZEDHIC, BaERTT-
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Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
11.0 2023/09/30 58630-00029 #MEERCE: 2015/02/16

REMLEEEICRTT S
BICHEENEWNMES. REAGRELTEEYT S,

14, WX LDEE

I R

= _E #a3% (UNRTDG)

EEES IR
E&E#i%4 (Proper shipping : JEEZY
name)

EE 5 48 (Class) =
BRfEMRM (Subsidiary risk)  :  JEER
2%k (Packing group) . ey
X)L (Labels) o JEE%Y

fii22E % (IATA-DGR)
UN/ID Z&%S (UN/ID number) : 3JE3%H
EE#% 4 (Proper shipping : JE3%Y

name)

E&E 4548 (Class) CJEERY
BIRfEIRM (Subsidiary risk)  :  3EEZH
B4R (Packing group) . ey
AL (Labels) o JESRY
WaEr (EY#E) (Pack- : JEES
ing instruction (cargo air-

craft))

WaiEr (REH) (Pack- : FEZS
ing instruction (passenger

aircraft))

8 L #i% (IMDG-Code)

EEES |
EE#E 4 |
EENR |
BIRERME DR
BHRER D OFERRE
A% o RS
EmS a—F |

BEEREYE &S - FED) 0 FHEH

MARPOL 73/78 MiE®E I1 RV IBC A— FICK B X oBWAMBE SIS BAME (B - EZY)
g nREBORMICIFTIEZS,

B A5

E0REDERHIE, HE 15 23HT 5,
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Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

RE= WETA: REES. AIEIZRETH: 2023/04/04
11.0 2023/09/30 58630-00029 #MEERCE: 2015/02/16

R DR EXE
JFEZ Y

15, BRZES

BEE &N

MR

fEiEY. BERRYICERB LA,

L&Ex

BELFYE. BEREENE. BRFMIEEMEICKE LA,
HEREMEE

BEENEILESIZEEY

JEELL

BEDHAZEZITEIREEED

JEELL

EEEEHLEHARYE

I

ZERMOBHOh-ILEYE (RFEEDHE)
JEELY

ZEERMOBHoh-EEME (FrREHEEDE)
JEELY

ANELRNITREERVEVEED

El]

EMEERTIREERVRVEEY

JEELL

RECFDEREEFRHRA

JEELL

s FRIRA

A

M7 LI ET IR

JEELY

BRBFDE PR
JEZY
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Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

RE= WETA: REES. AIEIZRETH: 2023/04/04
11.0 2023/09/30 58630-00029 #MEERCE: 2015/02/16

HEMELBEEETS - NESE— BBRY)
Ky

B R UBIMEEE

EEE

mE T inE S RREE

EEE

BEHARARRE

L

K RSB

JEERY

R E%

el E LTHREISh TGN

zik

e E LTHREISh TL RGN
BEFRERVBLKEOMILICEY 5i&E

(£ 5 FEAEE ; EREMEICITZY LGN
BT TpES DOBAEBEMEICEEELAN
FREE R U W S SE &

FREMFBEMERA (EE - #@AZA)

JEZY

WEMERBEERE EE - @A)

E| ]

BEEVMONEBER VERICET 5%

EEREY
COEFOHEBICDONWTEEAS YRV M) —~DEREHIER :
AICS N

DSL -

IECSC N

23/25



RET—H—F EIMSD A

Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

TS HETH: BBRE: BTEZET B 2023/04/04
11.0 2023/09/30 58630-00029 #E4YERAR: 2015/02/16
16. ZDHhD1EHR
5| R scHk D B#E#IT—4. EHMESDS [CEDILF—4. O0ECD eChem
R—R2ILE I UVEMIEEYER http://echa. europa. eu/ D&

LEIN—C a U o EESNEEBRFRAXETH 2 AR TRARTINTVET,

B#72+r—<v k . #/A/H
ZDHDREEEND £

ACGIH © [E, ACGIHPRHBAME (TLV)
ACGIH / TWA © 8 EfE. BEREMMETL

AlIC - A—RFSYTOIEIELERA AR, WNT - IS O)ILEREHE#ES, ASTM - X
EMFRERGS, bw - AE; OMR - HHUHE. ZERME. £ESELHLI LN DIME . DIN -
A URERIBEEE, DSL - ERMEIR L (hF4): ECx - FED XWDORIGERIZT EEZ
LbNZEE: ELx - FED XYDORIEERIFTEEZONDIAREE, EnS - BEFORT P2
—JL; ENCS - I\t EEDEFILEME YR b ErCx - 2D XORBZEZRIZT EEZZODNDR
K&, ERG - BEXIGDF5|E; GHS - HRFF L X T L GLP - HERENERE, IARC - EF
MATFZEHEES; TIATA - EEMZEEERE: IBC - BRIEZRDIESEEZD-HDMMDIEE
RUHKEICET 2EMEE; 1650 - 50%EERE; ICA0 - ERERMIMZEMES; [ECSC - hEIE
Hilb2MmE L%, INDG - ERELEKRYMEIE, IN0 - EREEMEE. ISHL - F@BReE4E %
(BAR); IS0 - EFFZ41eH4E, KECI - BREBIFILEYME AR, LC50 - 50%EIERE,; LD50
50%E5tE (FEEBEE) . MARPOL - MMAIC K BB DHIED=HDEKRER: n.o.s. - #hIZ
MANETREINTNSEDEKRL; Neh - FURRA] NOWEC - |MEESHEZEEE, NOWEL -
BMEEMRELAN); NOELR - EFEMZEZAMENE., NOM - AF P aLRAI; NTP - XEEH
REM IO S L NZloC - Z2—S—F 0 FIEEWEAR, O0ECD - &FFip AR, OPPTS
- tEMELREM - AEMILR, PBT - #oMRHM - £HERENE - A5 WE)  PICCS - 7
1 VE IEEYMEA RV ) —; Q)SAR - (E2H) #B:&FMEAER . REACH - EEPEDE
§%. MMM, B WA K UEER (REACH) B9 S3REI (EC) No 1907/2006; SADT - B2 MiR5fig
BE; SDS - REeT—R2— b TECl - A IZBEFOIEEHMEDA R MY, TCSI - &1k
B A R ) —; TDG - fERMEE; TSCA - ASWERHE CKE); UN - E5&E; UNRTDG
- ERESEEYEEES, B - ERICHSERUERICEEREM, WHNIS - EXGRERE
EUMERBRRAT L

CORET—RI—FUUT TSDS) &0V5) TRIMT HFEM(LUT TREH £V D)X, KxEHE
BERICENT., BEOKREOMHE. FHR. RPEIDLETERTHL EHHLEZEDTY,
AERZ. REOXREGHREWV., FA, LE, RE, #@X. RERVRRICEIIAI TR E
LTOHMERSNTEY . WHBLIRARIEIHRERKRZEZLTLDOTEHY FEA. RIFHIL.

SDS DEEEZICRESN TV ARESN-EHRAICETIHIOTHY .. ZAHALNMUDOHRZ EMAE
HET, XETOERPTERASNDEGEE. AXPITERNGVRY . ARICIETLH G VAETEESE
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RET—H—F EIMSD A

Doravirine / Lamivudine / Tenofovir
Disoproxi| Fumarate Bilayer Formulation

RES WETA: REES. AIEIZRETH: 2023/04/04
11.0 2023/09/30 58630-00029 #MEERCE: 2015/02/16

AHYFET, FEROFERESMICEVTIE, AEBRERVHREZEZERT H5HRIC. FRES
MOEREGICE T L2AHAOEY LM ESH T, FRAESMOERYT 2HETORENKER
[CHITHARHEROEEL, FA. LB, RUOREIZOWT, #EEWLES.

JP/JA
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