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Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

THT Tened & fafd: 9. 81.09. 9 i IR SR FxA P dRRG: 30.09.2023
7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015

1. IIG T HHH! B Uga=

Terdf A . Doravirine / Lamivudine / Tenofovir Disoproxil Fumarate Bilayer
Formulation

frafanemyfdeaf
a,,—j:q:ﬁ . MSD
adl . Briahnager - Off Pune Nagar Road
Wagholi - Pune - India 412 207
THmE © +1-908-740-4000
AUTAHTA TNE TR © +1-908-423-6000
3-0d T Udl :  EHSDATASTEWARD@msd.com
TR R e R ufaey
ReuTss yam . 3N
IUINT R Ufasy © TN TRl
2. @} B! ugaH
forator, WeRUr 3R & 3mTa @RS THTaH fAaHTget, 1989
T
SFTEN-1 & HIT | B FufRd AFds & SR WeRee & w0 & aiffepd 8l &
Sit. 9. 9g-affeeur
GIEAELIESINEGITEED) . faumT Y
TS EABRIT/ITIoH o faurrs
iR 39 afastaem . faumR
S fosTear o faumR
A deg-si R fAwedar  :© UM R R, 7Y, Ta)
- TRIgd 3R& (HiReeh)
SIl.T9.UY. d9d dd
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Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

TTHI] TRMeA ot fafd:

T9.31.09. Ja: 3ifdH IR WRT #34 & dRIG: 30.09.2023

7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015
BERRIEH SEGICEI]
BT T e H303 fATTeH W BI®RS & e 3
H316 @d1 # 8! oI Sl el 6|
H319 3ffat & Toital S Saa e g
H361d 3fSTTd fRIY B 81 Ugar &1 g !
H373 FPRTE @3 TR & BIefie a1 GRTgd THRIUIeR (394, 881, Ta)
3 Y T UgT Teball B
Uefardgdidu™ sam R N

P203 TN 31 F Uga Tt JRefm 3t & o &9, U 3R
JHT UTeH I |
P260 Y ! HiY GRT TG0 B | o
P264 + P265 THTA & TG g1l B 33! aRg U ehU| 3iNal &l Jd
£l
P280 & X/ I 3R 3@ T/ I&/01 U |
3TN
P301 + P332 + P317 afe fAvra ferar wam g1 a1 9w 9 o form 8
fFafr e TeTaar urd & |
P305 + P351 + P338 3R 3@ A Il S| Ps {He d& Uit 9
IREPR (7)) HX | 3FR Hicde AF T 8l @ 3= Fepra
M B dl e 2
P318 3R TR 81 41 e B, FRaa<iia garmg |
;37 + P317 3R 3Gl H 5@ SR To: Tafdrear TeradT urad
|

HSRRUT:
P405 HSR dd HI
GG

;m . / &= &1 FueRT Wigd de Svid HREH A
|

3= gifat et aRuma Wy aeffewor 7Y gami
UfehaT, THIT T 3 WL P SR fAhied Yd-arg o s+ Jehd |

3. 3AUq] BT HITASTHBRY

gerel/fiygor
3aUq

;g
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Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

TTHI] TRMeA ot fafd:

T30y, daR:

3ifdH IR WRT #34 & dRIG: 30.09.2023

20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015
TS 9| T (F9) - TR | TS (HEAA) (%
wiw)
ﬁa\?ﬁ\—_ﬂ 9004-34-6 >=20-<30
Lamivudine 134678-17-4 >=10-<20
Tenofovir 202138-50-9 >=10-<20
Doravirine 1338225-97-0 >=5-<10

4. Tyfire fafeer & ur

BIEIRESGIE
3R Y §RT Tg0T g1 5y
3R T Y YUD gl ST

3R 3if@ ¥ JUS g T

3R et foran sme

T AU Te0 3R
UG, A1 g 3R
e fafe & TRem

fafrct® & fo’d g

© 3R e 81 U1 daidd 31 7 ol oY AfShd Wi I Jellg B

e AT T g 1 Yl &1 g fUfq | Rifercdia Iame o

L giG I gRT I8 & foral ST, < Tl gl g1 § o Sl |

i Tgar o

QS gH W, R 91 B 9gdd U J JTH B

TNd 9% U4 5 AR S|

fafbcita ggar |
VAN ¥ Ugd a%d g

U § Ugd  Sd Y 33l avg |

D D gH W, R 3G B HH I HH 15 e % o IR UHT

T U 9 96 B
3R PITede a1 UgH 8, 3R ITh! IARAT 3TH 81 AR 2
fIfercita TganT oI

: gfe fAvTen S, avF ORd 7 B

fafeb g e o |
Tt o 1Y 4§ 3BT ke el B |

. TR R B eRS 8 G 8

@ o geb! g Sd IRl g

3fit & Tofter Sfer Ies Bl gl

3ol RIS 1 811 Uga™ &1 Tag|

fRTe TR il a1 GRIgT SR& & kT ST (SIRTHY) B
IHIH Ugl Yl g

L YT Ffored 3 aTell I ST GRE&T IR & o1 A1fgT, a7

WY B YT 8 W T T gk

IRETEHD SUDHRT
BT IUANT HRAT A6 (TS 8 ¢ )|

. eifore 3R TN ¥ IURR B

5. R IU™

IUgad e Hifsar

SR (3TT) T & ATH
SR & SR AT TR

ARG G S|

QAIepgIcr-HfRIe T
P SBAHPIRS
/T T

Lo
D YA S U AP, ST W P SURITT A HEH §d gaT H 3R
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Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

TXHIT TNy @t fafd:
7.0 20.11.2025

T9.31.09. Ja: 3ifdH IR WRT #34 & dRIG: 30.09.2023
58628-00027 Ugcl IR SIRT 34 &t dRIG: 16.02.2015

GaATD Gg Il

(31T) g1 & o= aios

DB AET A UHA 8l & o [ITpie 3 TS 81 Il B
T8 IUTGl BT YU WA F T U TR 8 Jhell g

© g8 RIS I YA B o R ORI 3R 3-ury

qITERUl & 3IHd Bl

g fosdll 1 381 A & o STel-HeR BT TIRT Y |

3R UHT BT JRI&T B Al 3T & &7 ¥ eifdgq bR Ferd d|
ST ! WTell A |

IMYIH S U iR Tad 3T & OF WR, Wd-Fafd §ra I ugH |
JYDHRI STt Y&TETD FUBIUT TAT DR |

6. ATHTeTP fYdie Sur
Jufdasd ey, RemedTd ¢ ol eTES IuHR0T TN R |

JUDHRUT TUT HTUTADRIHA

ygiaR ol Fraen=ar

HBTS PR 3R e J A
& Tard Td TR

Rfera Bsfei s (WS 7 37 ) 3R fdrTa grem Iudui
& GTdl (TS 8 T ) BT ST DY |

! 9TaTER0 H Ble 3 URER 1

e AT QRAdr, 3R 3 g a1 saema &1 A% |

g U T g Bl @1 U HpbreT |

%ﬁgwwwwwawmmm
|

. AP B Beb & oY, THE HR 1 JagH gRT I fEaa &

THAd B
u@frﬁsmﬁﬁmﬁ@rmﬁ(a@rﬁmﬂ@ﬁaw@rmﬁ
T )|

Y b1 Gae! W b 7 81 2, T 3 gafy o151 A araraRor 3
e B W fawnie fysyor & ST 8|

Ry a1 YT faf o 59 vard &1 fagf ok MueH &4 &
forT @] 8Y Tobd €, Iy & I AeRIgey iR SMgeiy W off o
&9 yerd o) Relisl &1 ITE § IuahT A 91 9d 81 39 &I
fofa &1 B 6 e farfiaw amp 8§

39 THSITH & 3IHT 13 3R 15 $& R A1 81 Repreie
¥ IR T THHRI e o 7

7. T 3R USRI
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Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #34 & dRIG: 30.09.2023

7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015

dd-idt I : %@wﬁvﬁ%ﬁzﬁﬁﬁaw%wﬁmﬁ?a
Tl g
I Yaiurd 9a, o &1 Saidcid ASeNT SR diei al
3{fehd AR |

R / $ dfica=E ;s IugeEd armaE § va ]

IRI&A g1Ye & fore D @A AT HUS RATRA I

raeT= Y1 1 ¥ GRT UGUI B |
el I |
3irEt 9 9 2

TATe & d1G @l Bl 3! dvg Ul
3} SN Taesar SR JREM Y13 & TR JuTd, 5t

PRIRIT THIUIGR 3BT TR TR B
Yd BT IATG 3R oG HH J HH gH <
S YA § A1 81, fosa1 s |
d1Y Td Uode o Hid 3 gR 9 |
Rfdew FRR & ufded garm wree su-md |
TP, gaG B T A B FAYH! T, 3R TR H HH
HH O
PRI verRu Ht uRfRUfr 33t iRe I A9 fhU gu fesal H 3|
1SR a1 ||
fa=Iy Wty faf ot & SER YSRU |
39 erdf § & - Fofafed UeR & Misae & Ty 9 W9
g fieRfleuiy Toleyq
8. Sifed fAror / fAeft qRem
Friwd AU & AP & HIY 3quq
3qyq I T T (39) | G UHR e g / MR
- TR (3IRE&TUT T BNERICK]
UPR) HYTCTA
REEIS 9004-34-6 TWA 10 mg/m3 ACGIH
Lamivudine 134678-17-4 | TWA 100 pg/m3 (OEB RIRIECa
2)
Tenofovir 202138-50-9 | TWA 150 ug/m3 (OEB RIRIECD
2)
Doravirine 1338225-97- | TWA 500 ug/m3 RIRIECa
0 (OEB2)
golfrafa Rz : O Y URIOR gaH $RA & forg dya geiifAaie fgon
BT STHTA B |

gt onfafar Raao o uReR feere gr1 erifad 8
T 3R ITe!, BT, 3R TITaRUT &I & & T GMP &
Rygidl & SFUR Hanferd fasan ST arfea|

forett s=ma =t 9reht
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Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

TXHIT TRMeA ot fafd:

20.11.2025

T30y, daR:
58628-00027

3ifdH IR WRT #34 & dRIG: 30.09.2023
Ugcl IR SIRT 34 &t dRIG: 16.02.2015

oI Gaef g2 © TR T RIMR A AfedR Suasy Tl § a1 TauoR
3T iR feen-FE & aTer TeguoR Uefid #Rar g,
Al T GRET BT STANT DR |
e UBR D [T UBR
BT et s=mg
Teref WA gEH
Sira et g L 1SS TMics A1 TINTC o 1Y R &M =T UgH |
3R HTH & ARG a1 MAfaf) § ¢ &1 fRufar, Su a1 wRed
A g, a IR e ugH |
3R Yd, oI, T TR & AHAT WY U ot GTaT &), af
HRiics a1 R AR BT 3T TREUT U |
@1 Ud IRR daeht 9= © g a1 AT Bic H BTH B
Tl Jaht Sur D 3R YT SUTNT & SR 9T & Judh H 3 &I UG §,

0 BT B & R & B D e B Jorerar iR JRem
MR YaH BRI

TRINT % SR, ST, Y41 1 45U Hd B |

Tgfd HUS! Bl O & F1E Bl [ I ST Y|

iy & JHIdT Iared d eiifaia FaFo ot geten, 3fea
AT RET JUHRUT, I SHNfoT iR uRR=ied uferarai,
NN Tegar AR, faferar FTRE iR sgawma

{207 T SEIHTS QA BT =BT

9. Hifo® Td Tmafe 1T

fagmae ©RIET

Rl L STl SuAsy gl

Ty L STT3Uds el

Ty BT Gl D ST Iudsy gl

il ST Iuas gl

faem/de &1 augH D ST U TRl

URfYS IqeH @l fdg/Iaa- ST Suas gl

@t A

i fog vt o e

arufieRur B &R Dy el

SITRITT (319, 19 : UfohaT, WUTA T1 39 W1 & GRM [AWhied Yd-arg fHefor a1

Ihd 3l
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Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #34 & dRIG: 30.09.2023

7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015
SAARITAT (ARd Uer) D ST U g
3= fawpie 41/ I=aR ST Iuas gl
SR T (3UR
panfaferd fordte)
P4 fawpie dar / Fech ST Iuas gl
SATHRITAdT ST (TSR
panfaferd fordte)
I TE1g S T
[ruel I g © UaNY T8t
e T L 3T IUAY T
g9 ST Iuas gl
Ryt
gt H faorar L ST U gl
fIHTSH o (T vt o e
g HId/am)
3NCIZARE &I argdH ST Iuas gl
3Uge P argHH L ST U g
Jigar (Gwpife)
GRS . YT e
fqemics UrRayHE . foepies 81
SRABN & ORIHTT : g uerd a1 iy & siiefiRes aifferd e fasan T |
3MUIfde HR L ST IS g
ot Rt
HUT BT AT D ST U gt
10. fRRar aur ufaferaar
PIREIN : Siffspareiiddr & TR b FU A Fifed el
T fRRAT g Wi A fRR B
IREwm ey ufafsarait : fohaT, WUTA T1 39 WK & GRM [AWhied Yd-arg fHefor a1
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Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #34 & dRIG: 30.09.2023

7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015
IJ&hd Bl
ol iR Toldl & Ty ufdfehar o gl g
29 Ryl 9 & . dMY, Sa1a ug IRy
Yc Bl 1 Y Ab |
ST st D SRR Toley
3qee uerdf ¥ ey . IS ok aId (FoRS ) 3(uge yard J1d el
11. fawrasnfara =
TG SREUT (THAUISR) F aR © I gRT TG0 HRAT
N THHRT T ¥ dUD
fTerT
3ifE) § Tudh
GiERELIESEIE
AT R g1 R® 81 9T g
LLACH
dg mfee : SffraTelt fasTarTan $FTAM: 2,605 mg/kg
AT AT RIbT
3dyd:
I
g Aifae fawreddr © LD50 (JgT (XT)): > 5,000 mglkg
GIEERERELIESEII . LC50 (I8T RT)): > 5.8 my/l
fobe T & ford Tueh (TeRIUISR) g 4 h
TRIE(0T ITTaRT: Ye/HaIaT
SEESEIRACEICSEII © LD50 (FRIRI): > 2,000 mg/kg
Lamivudine:
g M fawedar © LD50 (JgT (XT)): > 2,000 mglkg

LD50 ({8 (HI39)): 4,000 mg/kg
fewoft: 1 4G 39 SIe W 8! <l T

g fawradar (RUSM & 3/ :  LD50 (8T (R<)): > 2,000 mglkg

A1) TR & I SRR
Tenofovir:
GIERIRCCACNIESEI] : LD50 (F8T (RT)): > 1,500 mglkg

LD50 (¢T): 30 mg/kg
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Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #34 & dRIG: 30.09.2023

7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015
|
Doravirine:
g Tifae faureaddr . LD50 (JgT (XT)): > 750 mglkg

feft: BIE 7 5 S W et it

(TET (X2)): TBT: ThTT fawraretar
fewuft: ueTer fawTedan & fosdt A1y &1 Siadie Tal faT T

LD50 (r): > 1,000 mg/kg
fewlt: @1E g 39 Sivl W 81 <t |

LD50 (¥ (H139)): > 450 mg/kg
el H1E g 39 S R 81 ¢’ it

T & fore e

adl § el g Sd Rl g
CCRCH

Lamivudine:
| EEIIE e 1)
gRome . BAD! U gl B SeH

Tenofovir:
| SIS g 1)
gRome . BAD! Ul gl B SeH

Doravirine:

||fewmit © 3T U et

iR A7 afak<eE

3@t o TolteT SieH Idd Bl g

3AdUd:

Lamivudine:
|1:|G|Tf%f R re | 1)

qRumH © 3fial A oo T8t

Tenofovir:
|1:|G|Tf%f R CEL | 1)
IRIL A IFASGE |

Doravirine:
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Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #34 & dRIG: 30.09.2023

7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015

||fewmit L 3 Uy Tl

YT 1 TS GATGIHIUT

1 B guTdar

IUAS TSR TR aNpd |

YTI-UYT Dt GITeTdT

JUAS TSR TR aNpd Tal|

3dad:

Lamivudine:

U (TRTUIER) & I G

ST : foed o

SR L SReTESR e g

Tenofovir:

Tterr of foher . AEHE Y o

U (TRIUIER) & I T ¥ gudh

ST e o

SR L SReESR T g

Doravirine:

||fewodh D 3l IUA e

SiaT) A RereHRid!

JUAS TSR TR aiHd Tal|

S CRCH

Jaren: _

IEEICERISEERACE] TR 3t few: dedifear Teeh fausta ufad = &t S (AMES)
R HUTHS
TR0 &f fobed: YRR & J18R TRAT BT HIRAB13MT 61 S
IaRad= utemr
R HUTHS®

fTCIBURIcT 3 faar D ORIenT @t e TR & WRINITg e TSI URieon
(Shifad groft & ArgeioHied wR)
Ut g (T1349)
TEAIHLH & I NGl
RO HUTHS
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Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

THT Tened & fafd: 9. 81.09. 9 i IR SR FxA P dRRG: 30.09.2023
7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015

Lamivudine:

ISBIEERIREEGRTH D T 3t few: dadifear Teeh faudta ufvads @t §ira (AMES)
RO UMD

TRl ot fre: Ay fompimr
gRoms: ifAfdd

TRIe0r BI freT: SRR DNA TRANUI(UDS) TRIE0T IRR &
TER WHYRT R &1 SIRI1eff wfiga

goTfar: 8T (<)

UiRuma: UMD

Tenofovir:

eIt 37 fagr D TR 3t few: dadifear Teeh faudta ufad= &t S (AMES)
gfRomd; SfAfed

Tef01 &f fohed: YRR & S8R T RAT BT HITRIBI3MT BT S
IaRad= utemr
Ry aRaldd

IEEICERISEERACE] L TR 3l fow: e (34-faar Aaferds 9 w1
HIScIoHed <¥e, ShIHSI TATCRN)
wi%r:w(wm_) ‘

TEHIH & I SR T Foiae
URUmH: 0D

SITaTo] ¥ RICToMIe! - : 1& BT qoi Y] HIRTBT SNRATT P & H GHHRUT B
3ficbar T T8 IRAT 5

Doravirine:

ISBIEERIREEGREE]  qlternr ot fore: Sadiar et fausia ufvad ot S (AMES)
UiRUmH: F0MHD

TRI&01 I fore: TR fau= .
TLT&T07 JOTTelT: Aol g7ReR SUSTRII SIRITE
R HUTHS®

AP AR 5 faat L Tie &) b AR 3
gorTfar: IgT (<)
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Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #34 & dRIG: 30.09.2023

7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015

PIRABT UBR: TR ATl
TEHHA & I Hifdd
URumH: FumdES

FHaTSHEd

JUT THBRT TR aifiepd gl

3{dad:

JAqare:

BIEIIT] L 98I Re)

Tlh e & TR I E R G RG]

EREREEEANCEED . 72 98

(TERIUTSR) g3

gfomH BUTHD

Lamivudine:

it , - o1 (9)

fha gHg & ford Judh D 29|

(TERIUTSR) g3l

gRome FHUTHD

ESIIG ¢ e (HI3Y)

fha g7y & ford Tudh . 29

(TERIUTSR) g3

gRome FHUTHD

Tenofovir:

EIIG] ; (H139)

UATHRA & T ; %Em

fha gHg & ford Iudh 104 <8

(TUISR) g3

gRome FHUTHD

EEII] ; )

UATHRE & T ; g%m

fha gHg & ford dudh © 104 I8

(TEHUISR) g3

gRome FHUTHD

Doravirine:

EIIG] ; (H139)

TAIHRA & T ; %EE

fpda I7g & ford dush . eHgH

12722
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Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #34 & dRIG: 30.09.2023

7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015

(TEUISR) g1

afome . BUTHD

et . ol meagul ufagd uuTa & gaT e el

3T fauTadr

3foiTd fRIg] Pt 81 Uga™ &1 Yeg |

 CUEH

@

3faRdl P UG L e B fbe: Th-Uidl Grocra fasTeRddr sieaa
goTifar: 8T (<)
TEAIHYE & I AT a1
R HUnd®

MR R & AP W uuEl @ ORI &t fhe: Bichkic! / IR™ &1 Wil fdsm
gonfar: 8T <)
TEHHRE & I: e T
URuMH: BUTHS

Lamivudine:

3T & YT L Iy 1 fhe: a el godie faurddar sreaae
goTifar: 8T (<)
TEHHIA & I AifdD

JdRdT: NOAEL: 900 farm/fesT siRes HR
ORUm: IaRewar 3R URMAE Yot faery W H18 gHE T8t U
e

MR R & e R uuE] qﬁ&rmﬁm Yoy R fasmm |

EW%W el | teEg
TIR: Y4SRIYUT g1, Whdled SRR
RO T R YOIawTeia THTd 3R TUHTg O 7|

Tigr 3t fpem: yor-miwy R faem|
yeiTd: 61 (e)

ﬁmmﬁw LOAEL: 45 fHT/fa T IRINSG HR
TIR: MY RIY & T R THE |
Ry aRafdd

ST fawTeRa - 3ffde D ORISR o T TRINT o SMTUR R e WR ufddd uHqE &
9 U 8
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Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #34 & dRIG: 30.09.2023

7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015
Tenofovir:
3(ARdT &b UHTT D Odter ot fhw: Wit / IR T uwsiial faswrg
UrSTIfel: 6T (<)
TRHHTE & I HikgD

GRUTH: U= &HdT TR UHTT ot
MR R & AP uyE @ odem ot fow: yor-mier Rigy fdem|

Doravirine:

3T & YT D TRYeT o T JaRar
TSIt 9T (e), G 3R Hiar
IR NOAEL: 450 fRT/fH miRe 1R
URUME: IS &Hdr IR UG -Ta!

MR RY P AP RG] Geo 3 e yor-mie Rig faem
UrSiIfel: 6T (<)
THIHTA & I HiRkdD
famTITHS fauTaddT: NOAEL: 450 fm/fam IRiRe UR
URRUMH: B8 Ufded THd el |

Tigor 3t foem: yor-miw R faem|

ST @

TEHHIA & I AifdD

fomraTE® fauTaddr: NOAEL: 300 firm/fes IRiR® 1R
URUMH: H18 Ufded THId el |

STOT - T d IfQH

IJUA TSR R FHifepd el

STOT - QigvIT SfEH

e O IR < HTele A1 TRIGT TRITIOR (4, Bg1, TGl 3T &1 JaT Ugal 9ehd g |

3d4d:

Lamivudine:

U (TRTORR) & e e

&g 3qad . ad .
i ;e 1 gIRIG 3REUT B W 3T (SIRTHY) BT THAH Ugdl

ol gl
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€3 MSD /) e

Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifH TR SIRT #A &I IRIGE: 30.09.2023
7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015
Tenofovir:
RIREECRE] D BgL el .
3ffer ;2 1 TRIg 3R&UI B WR 3T (SMRTAR) Bl Jebar Ug el
Fhdr gl
U QRIS fauraaan
3{dad:
@
BT L 9E (X9
NOAEL . >=9,000 mg/kg
TEATHRA & T ;
fra gHg & ford dud : 90 Days
(URTATSR) T
Lamivudine:
BT L R (X9
NOAEL . 425 mg/kg
TR P IR . Al
fohd 9w & ford Tush 6 Months
(TRIUIGR) g
@& 3fgad N ‘
MR . U YUITC dadbdith, A o J GiRed, T e
fewoft © OReOT H A B T8 Hedqul fauTaan
ESIG] |
LOAEL ;90 mg/kg
T@AIhRA b IR
fha gHg & ford Iudh 12 Months
(TRITIR) G
@& 3fagd D I, i, SR
3R D Y §T, O, G & PISC J gaamd, foR & TSEsl,
U R ES RIS |
ENIIGI C TSP (HISY)
NOAEL : 500 mg/kg
TAIH I b I . Afae
fham gHg & ford Iudh 1 Months
(TRITIR) G
& 3{ddd |
Tenofovir:
| [srsfar L EE (X9
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€3 MSD /) e

Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifH TR SIRT #A &I IRIGE: 30.09.2023
7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015

NOAEL © 30 mg/kg

LOAEL . 300 mg/kg

TEAIBIH & IR . Al

foram v & ford duch © 13 Weeks

(URTATSR) T

[d&d 3{qdd : g@

ESIIG Al

NOAEL : 3 mg/kg

LOAEL : >=10mg/kg

TP & T s | 12

ford= aag & ford Tudh : 42 Weeks

(URTATSR) T

e ST DoE

ESIIG DR

LOAEL : 10 mg/kg

TATHRA & T TP IR

ford= aHg & ford Tudh 10 Months

(URTATSR) o

& 3{dad : E,'g’[

Doravirine:

ESIE] L 9gI Re)

NOAEL . 450 mg/kg

TR P IR . Afee

ford= aHg & ford Tudh 6 Months

(URTATSR) o

fewut ;e Hewagul ufagd UHTd St YT et e

ESIIG © HYD (HI3N)

NOAEL . >450 mg/kg

TEHhRH & IR . Afee

fha gHg & ford Iudh © 3 Months

(TRTATSR) o

fewuit . ot Hecyul ufded UHTa St YT et e

EIIG] Eall

NOAEL > 1,000 mg/kg

TAIH I & I . Aifae

fham gHg & ford Iudh © 9 Months

(TRITIR) g .

femuft : ot Hewyul ufagd UHTE &t gemT et e

CIRECGR)

IUAS TSR TR ifpd Ta|
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e GRAMTS SIS HRCH & 3FTAR

€3 MSD /) e

Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

TeHR Tened of faf: Y. 3109, FeR; i IR SR FxA P dRRG: 30.09.2023
7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015
G S & 1Y 3gHd
3(d4d:
Lamivudine:
| BucEESE TR RREd, YpIae, 4T9-U4T § TSaal, o, |yl
Tenofovir:
| RuSAEL SR Haeh, &%, Ie<t, Ue o, RRag, Ior (3=
Doravirine:
"ﬁw@:n D MR YH, RReS, Tda,, Hda, Thdl (), SR JU,
12. uTifRufaeta ga=n
urferRUfa® fawmear
3dyd:
JAqare:
EENIKCIRELIESEII : LC50 (Oryzias latipes (STAMT HS®T)): > 100 mg/l
fohdm g & ford Tudh (TaRUioR) g3 48 h
femult: ue Sft g & e wR seia
Lamivudine:
EENICIRELIESEII : LC50 (Pimephales promelas (Fegs fHd): > 97.7 mg/l
fohdm THg & ol Tudh (TaUioR) 3 96 h
TRIeT: OECD TRIEUT fGRma=r 203
ST Td 3 Je-Med . EC50 (Daphnia magna (dTcR Tit)): > 100 mg/l
ENERSELIESE] fordm g & ol Tudh (TaRTUioR) g3 48 h
R g . e R 202
REINENERIRCIEARCLIERE] EC50 ( Pseudokirchneriella subcapitata (Eﬂ AT (Qc_\sﬁ)): >
96.9 mgl/l
fordm THg & ol Tudh (TaRUioR) e 72 h
R 3N g . e [dwr 201
NOEC ( Pseudokirchneriella subcapitata (Bﬂ qard (QFrﬁ)):
96.9 mgl/l
fordm THg & ford Tudh (TaRTdioR) g3 72 h
Rt 3N g . ¢ = 201
Tenofovir:
ara/sTea gt &1 fasmadarn EC50 ( Raphidocelis subcapitata (¥d SI¢] g1 T-?IEHE’T)): 69
mg/l
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Doravirine / Lamivudine / Tenofovir Disoproxil

Fumarate Bilayer Formulation

THT Tened & fafd: 9. 81.09. 9 i IR SR FxA P dRRG: 30.09.2023
7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015

foram g & ford Tudh (TaRUioR) M 72 h
T 33 4 S e fAd=r 201

NOEC ( Raphidocelis subcapitata (¥d= lc g1 Ql?ﬂﬂ)): 18
mg/l

foram g & ford Judh (TaRUioR) M 72 h

T ot 3.3 8. 2w fdwr 201

Gﬂa'l'l]l&ﬁf[ﬁ'w : EC50: > 1,000 mg/I

fordm g & o WU (TaRTUioR) §3M: 3 h
TRI&UT & fhd: YT-IRa H & phac
et 33 S e Adwr 209

NOEC: > 1,000 mg/I

fohram g & ol WU (TaRUioR) g3 3 h
TRI&UT & fhd: YT-IRa H & phIac
T 33 S e Adwr 209

oa o fauTaaar (RReifeee :© NOEC: 9 mgll
[ERIESEI) fordm g & ford Tudh (TaRUioR) gam: 32 d

PISIIT Pimephales promelas (ﬂ?%‘&' ﬁl?ﬂ)
AT ol 3.4 ¢ Fdw 210

SR T 3 Jeed : NOEC: 12 mg/l
SR STt (RRa1e fordm THg & ol Tudh (TaRTdioR) e 21 d
[ERIESED) USTfd: Daphnia magna (dTeR U<l
Rier: 33 . e [ 211
Doravirine:
ST Td 3 Je-ed : EC50 (Americamysis (311 USTifd)): 9.1 mg/l
ENERSELIESE] fordm g & ford Tudh (TaRTUioR) 3 96 h
aTel/STog Wel ol fawaddar . EC50 ( Pseudokirchneriella subcapitata (Eﬂ AT (Qc_\sﬁ)): >

5.8 mg/l
mgr]gﬂnH%%ﬁﬁqa%(uaﬂuﬁm)g&nz 72h
1 3N 3 € e Adw 201

fewult: facigar o T R 18 fawredar T8t

NOEC ( Pseudokirchneriella subcapitata (Bﬂ qard (QFrﬁ)):
5.8 mg/l

fordm g & ford Tudh (TaRTdioR) g3 72 h

R ol 3. I, 2w Fdwr 201

fewt: facraar &t dw R 315 fauradar T&!

EICIEIR:ACLIESEI] : EC50: > 1,000 mg/l
frdn THg & ol Tudh (TaRTUIoR) 3 3 h
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ﬂ@:?méa Qﬂgﬂw ¥ SER 9 MSD [ e

Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

THT Tened & fafd: 9. 81.09. 9 i IR SR FxA P dRRG: 30.09.2023
7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015

T80T Bt foh e YTH-IRa | whlde
T 3.3 3 S 2 Adw 209

NOEC: 1,000 mg/l

fohram g & ford Tudh (TaUioR) g3 3 h
TRI&UT Bt fh: YI9-URaTg | F=PhTac
T 33 .St & Adw 209

ol &l fauredar (RReeifeies © NOEC: 1 mgll

[GRIESGD) foram g & ford Tudh (TaRdioR) e 32 d
P ISIITS Pimephales promelas (‘3(?%3 ﬁﬁﬁ)

TWepr: i 3.3 S 2w Adwr 210
fewoht: facaar &) da R B fauredar T8t

SR T 3 eMed : NOEC: 0.38 mgl/l
ESERELIESSINERCAINED foham g & ford Tudh (TaRdioR) gam: 21 d
[ERIESED] USTId: Daphnia magna (dTeR U<l

I oig. .S e fAdwr 211
fewoft: faciadr ot dm W B8 fAwTadar 7t

RITRIE 3R rashafORrar

3dYd:

Aqeer:

S SITHHUT BT & L URume: YAl & 1Y UIGidd diicd § SahHUBR]
@rifeTsiaa) gA ara

Lamivudine:

e SITHHUT BT & : URume: YAl & 1Y UIHidd diid ¥ SahHUGR]
CRISESIBEEIS
Sfd® STHHET: 4 %
fordm g & ford Tudh (TaRdioR) g3 28 d

Tenofovir:

S SITHHUT BT & : URumE: YA & 1Y UIHdd diicd § SahHUGRI
CRISESIREEIS

3{IHHUT: 3.66 %

foram g & ford Tudh (TaRdioR) gam: 28 d
RIS OECD TRi&UT fi=mawr 314

Doravirine:

I SaghHUTdT Bt el : URuITE: G & 1Y WIHdd Rl § SaHHUBRI
CRIESESIBEEIS
Sfde SAHHUET: 2 %
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Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

TTHI] TRMeA ot fafd: T9.31.09. Ja: 3ifdH IR WRT #34 & dRIG: 30.09.2023

7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015
" fbem T & ford Tueh (TarTtioR) g3 28 d

TyTfaa wifde Jou

AdYUd:

Lamivudine:

fAHTSH TuTisp: (T © log Pow: -1.44

3faea/arn)

Tenofovir:

ERISRRIUICRLS : log Pow: 1.06

3Naa/ar g 7

Doravirine:

[ERISRRILICRCS] © log Pow: 2.08

g HId/am)

IEEE RIGRIGE

3(d4d:

Lamivudine:

Tfaur Hafl T fadvor . log Koc: 2.03

Tenofovir:

Tfaur Hafl T fadvor . log Koc: 3.33
TRIHT: OECD TRIEUT fG=ma=r 106

Doravirine:

TafaRor dalt & fadvor : log Koc: 2.86

3= Ufdpd UHE

3T Iuas el

13. T fifgard

fAyeq & afie

/N I 51 e (e . PHo P AR H AT B |
R fafgat o=y b |

gfda A : Teh fsa) 1 3% ) 3Tsel B arehl thafteiiel & Sargebeti a1
B & ford o oe |

3R 3T fafAfdy gt foran . Sorgad IdTe & ¥4 H
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Doravirine / Lamivudine / Tenofovir Disoproxil
Fumarate Bilayer Formulation

THT Tened & fafd: 9. 81.09. 9 i IR SR FxA P dRRG: 30.09.2023
7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015

e &3

14. Ufag= @
JeRfga fafraw

UNRTDG
WRATS It & TU & fafafid T8t

315 U &1 -3t ol 3R
WRATS It & TU & fafafid T8t

1S T St H-wis

GRATH U & w9 § fafafia 8t

IMO JUBRUN & VIR b | UlRag B¢
3gfef fau T vrege & forg @y et
IuETHal & e faRiw wraenfra
PRI

15. fafram® g

verd a1 fyyor & forg e, Wy, SR waiarur & /ey
39 ITe & 3rauqd FAmfafEd saeNia A gRa

AICS o feffa T8
CA. DSL 1 G
IECSC o feffa T8
16. 30 AT
e &t fafy © 20.11.2025
Sifaf¥ad SeRY
3T Xie & Ahad & ford . &= HId SDSs, OECD eChem ¥ 3{idlke ddb-te! Sel, 3T
TIRT fordl o G gIca Wiel IROMH quT RIFUgE IR TorT,

http://echa.europa.eu/

g@%mﬂwmﬁwmw?ﬁmﬁa%ﬁwwﬁﬁE@WﬁWW
TR

feTiep Uy ;A ARay
3T 3SR & qut arey
ACGIH . gude| ACGIH JHRET A (TLV)
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Doravirine / Lamivudine / Tenofovir Disoproxil

Fumarate Bilayer Formulation

THT Tened & fafd: 9. 81.09. 9 i IR SR FxA P dRRG: 30.09.2023
7.0 20.11.2025 58628-00027 Ugell IR SR} R &l dRIG: 16.02.2015

ACGIH / TWA . 8-Ue, gHY- 9o 3id

AIIC - RN Tl Bt SiReferars el ANTT - SIford 1 g HfH uRag Toiell; ASTM -
ST ARR Tteror TR bw - el T I9H; CMR - SR, Jeod a1 Toi-+ favaT; DIN -
THT AFABIHRU RIM & T AFF; DSL - W Uard Jdt (@18T); ECx - x% Ufifehar ¥ ST
THe; ELx - x% UAfehar ¥ J&F AT &R; EmS - SATITAHIcH Vegel; ENCS - HiNal 3R -4
INEAHE Uaid (SUH); ErCx - x% gfa o Uiifehdl I JT Wdbad; ERG - SATUTI@®IH Hfafshar
MEE; GHS - dfi® TR TR 7T RICH; GLP - 3=t TANTRITET UT; IARC - iR TR SFHYH & fag
RIS Toldl IATA - SR I URde THRYURH; IBC - YR AT § Wkl I aret
SeToll & fAfor SR Iuavr & g 3 TfgdT; 1C50 - 3T HfAHIH FRIUTE® Hdhg; ICAO -
SRS AR I W67; IECSC - 9 H Higal I9/H® Uardl &t $desl; IMDG - SIS
TS GARAD HIS; IMO - RIS Tl W16, ISHL - STife JR&T IR WA S (STH);
ISO - AFSIHRUT & T STRIPTI WTSH; KECI - HINAT HIS[GT TR Sde; LC50 - TRI&T et
BT 50% DI UIdd Hdbad; LD50 - URIEUN &Gl BT 50% &I Uldd QRIH (1 °1ad GRIP);
MARPOL - SgTSll & UguUl &1 AbUH & oIl SRS TR, HhIR - WcRd HId & URTgT Bt
gfaen & oW T, n.o.s. - YT RSP &Y, Neh - foreft o NO(A)EC - iadiie 7 farar man
@fded) T Tdbs; NO(A)EL - fadie- 7 faar mar (fddd) UHd WR; NOELR - R-3(ddidhH-
IR YHTG TeM &X; NOM - SRR ffdge- Fam; NTP - g fav-fism sriss; Nzioc -
TR Y Yol 8 3desl; OECD - 3Mfie [galT 3R faw™ Wa; OPPTS - I JREM 3R
TGN JAHUTH HIAfad; PBT - WM, S1a-Tdh=aur 3R fasrad uere; PICCS - IAEA iR A
Terdf @t freidia gdest; (Q)SAR - (WHTHD) TXEAT TAfAf Tafe; REACH - R T¥E 3R
TIRA UoliaRuT, Yeaiced, WeR 3R ufasy uikee &1 fafaws (Ec) . 1907/2006; SADT - W-
igdT 3T d9HM; SDS - IR&T 3l TWe; TCSI - Agar IS yard g<dedl; TDG - RS
T &7 URde; TECI - UTZas HISGl IAE 3dest; TSCA - fasmaa uerd femor sifdfaw (dged
ST 3ARDT); UN - FGT IY; UNRTDG - BIMbRS HHM & URaeT TR GG Y BI RABIR;
vPVB - 9gd R} 3R §gd Sa-TdHaAaR1 T, WHMIS - HT-RIT [T AR YT Jomett

T GR&M ST =T B 3P THRA S IR I af T THSRI AR IH, STHGRT 3R Ay &
SFTIR TE & | STPRT Y QRIET &1 J GHITH, TN =, TfhaT R, T e, IRag e,
fAem &1 quT Blsa & fo Haa Anfex= & T # feomad far mar § qut ot yeR &t arel a
TOTaTT T fAFGRT 8T AT ST | Iuds ST TR TSR 39 SDS & XY R ggar Rt had
TRy Tl @ Yefdd € qur sps Il 1 fardt s Tt & oo ® Ot fesht o ufkar B, o
TP UTed H =1 ST T 81, YA $H3A WR Y e 8 Thd! ¢ | It uadrait &l ] 81 W, Jaie
¥ oifqw Iare T SDS-TH &t IUYHIT HT BT IR Tled 88 B, YA HA, Ufehar A
TYT T B & 3T 3ty &1 & fafiy ey & TFeRY ok Ry i @t aeften e =nfee |

IN/HI

2222



