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Alendronate / Vitamin D Formulation

A &1 H SDS %5 BT H#: 2019/09/13
5.10 2020/03/23 22042-00016 BVIgmH HH#A: 2014/10/15
GHS W8 EER
ZIEH

(&5 L falk

T B 3 1 D H302 HIEAT H.
H315 18 Js 3 JHR
H318 & o™ H AR 4%

H335 T e 5 P I T I

H361d PREEXT AR JLIE Rl 5

H373 K HAER s S H Al mT R 2R
H402 XK AEAEWH % .

it | H:
P201 13 F AT HUAS & FH 500
P202 TE BRI T AT & &S T U1 20450 .
P260 ANE AN K4 o
P264 1B M J5 1) R Ve Bk -
P270 {3 B A= S AN B A L ROK BRI .
P271 HAEAEZE A B R R 1 2 b3 F

P273 R B PR T

P280 FB B/ 7 B IR/ B 3 IR B/ 5 i
P R :

P301 + P312 + P330 W&, GURGEAE, PRI S/
AL W

P302 + P352 Wi kit de: /KA G

P304 + P340 + P312 WHRM N : K NFERE B[ el fREF
WP GFAEARAL . WU GEANIE, PRy 2Rt /B4 .

P305 + P351 + P338 + P310 it NHRHG: FH 7KLk Lo

Bl RS ER B AT B, B BRI R BT . dkSnbit.
SERIIEIY SR G /R A

P308 + P313 WiefilB|5 A SEE: REE/Hi2.

P332 + P313 WikHA: R kflig: KRI&/5ti2.

P362+P364 Mifiihiys ARk, JEVEE il B .

fEf
P405 17 AL A0 »
RFMNE:

PEOL Kt A 2B /45 e s BIHLHE R PR Ab B Ab B

wEMMLEER
RIEIAF B RTRET K,
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RREE

AT H . GBI S IR R IG LIE R E . FTREIERIEOE R . K
Bl e B B AT BER T AR E

HEfaE

XK E

GHS RAFE K H At F
TN AR PR B AT H e A IR AT RE TR OBR AR ok 22 2 R B

3. B/ HRMER

YR/ IREH) D IREW

Hay

BRI =S Ronlins W R Bk EEVE ] (% w/w)

(CAS No.)

Ay 9004-34-6 >=30 -< 50

Alendronate 121268-17-5 >=25-< 30

FH-Er AL BE 67-97-0 >=0.025-< 0. 1

4. S¥HEH

— M D EHEMEUEREAER, STEPEEE .
TEREIRFFELEA 50, B .

WA DR, BETEES S Ab.
B .

J2 Ik i DOWUONTERRfR,  SERDH R E K E R A 15 a3eh,  [RIE R 25iE
YLp AR IR AN
M.

FHTE AT EE P AC AR .
T FH AT Ve
R A 2 i DO WRERR, TR K E KRR IREE E > 15 4.
RS IR BT, Wy {E, HUREEH
SEEPEREE
TN DA ANESIH,
s .
FH KW 11
VIVIE Rl s g R I i
Tt B L [P RE DR RT3 S 5 i D BWHEE.
3 R R )
i ™ E R 545
A 6 3 0 T T A
PREEXT R ) it it 2
KA S AT RE A .
X ERAP R 1) D BRI T ARERAN NGRS, TR T BEAFAE R 2R 1 DL LA
HEFE I NB 3545 (S W56 8 ) .
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X 5 2B R ) D ORERENGIT .
5. YHBHTE e
KK IR KT DK
i A
A AR (C02)
1=Ky
AT ) K KGR DRI
W fE e v D BH b ARE S S BRI R, AN AR IE B T4 K

&, B IEAFAE /KR, XAV I AR BRI B -
AR IE = M n] BE 20 I RRAT

A HEREE DOBREM
RENY)
B &
RN

REIR K K71 DR I DU B ER FE  K KA it
MK FNRATIT I 75 4% o
FERZENFILT, BHRBAIRE.

W .
L DNAYOER 7N 7S /A DO KIEULT, ke g PR g
(U RONDE S
6. RN SALHE
NABH TG Bidrdess AR o A AR 4
SREERT A 2 A B WA NP 373 4% i i
B ORI Bt DRSPS A

UNRERA IR 224, RIRIUHE 7 1k 3k — 20 ) e Bt
TR AL B 205 YR ER K o
ANERTC I P B Y, ROl AR M )R

MR AL S SO TBRRTTIE ¢ IS B R Y IR AE IS 2 A A P AR AL B

L P A Ak B B ik ARAE A S (e R4 2 U T R AR R R
M) .
B bk AR AE R IO, R U Ik B — e WL 2
TR IR G .

b 75 B SR AT BE I T X AR R AL B, DL B
HESCII AL T AR R o TR 2 B AT 0 58 TG AR
A SDS [R5 13 B0 A5 16 BR/»45 148 Hb 07 B X 2R K
EESERSS
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7. BELBE S

BIELE
PR it

Jey P8 4 T3 X
K78 o0 OhE REN S U

B 1L $E i B )

&7
B AT

)

EETp

i R AT AR SR R R RO 22 AT 32 J MR A

SEMTE TP 5 . a0 P AR AT BR e, S PRI
URBCA R X, TR R R HE R RS T

AN EEF A e JRERAR R

AERAIT A

ANEELFIH o

AR .

BT TAR TRV AR, 148 R Tl AR AN 2 4x i
AT AR

RIFR A

CL 2 B AN N L 1 15 A 5 TG i £ 5 P B T ) e a1
FEEOL T TAE.

ek B P A AR SR e B f IR AR

AN PR DR 75 25 55 1A o

T2 1 YR KU

RIS 45 it 7 L e R

AN IR B RE R R AR R A S

AL

FTRAEA TE AR IR A 2 A -
FETRAL 2T o

[ZSERAIP

FEFAB S I8 KR IF A AT

1% [ 55 R I BRI AT
H215 T80 SRR R 47
SRAALFH

AEEHIREL RIARIE -

8. Al AN B

15 55 20 B S BR L i FRAEL
H oy B SO B | BUARIREL | BHISE BVRR | KR
5 (CAS No.) | (#fijE=X) i3
AR 3 9004-34-6 PC-TWA 10 mg/m’ GBZ 2.1-2007
TWA 10 mg/m* ACGIH
Alendronate 121268-17-5 | TWA 20 pg/m3 (OEB 3) | HHEBHY
ZE R 200 pg/100 cm? 00
JIEE Y 67-97-0 TWA 5 ug/m3 (OFB 4) | AN#HEHY
R A 50 pg/100 cm? P B (1
TR BT TREAR H AN 3% B4 eIt 4% 25 2 = I i
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BEYE (GMP) FOJRIEME, DAERP P2 dh. T ANFIRASE,
B SIS B ARG A, FRp7 I &
BEARZERM T (B RERS) .
JAT g kb A
MEBG %
I, 22 5 B 4 WER A A0 REHE B K, B 28R P A Bon 2 52 it
HEFEFR R R e (E, A F I AR 4
UL =i ok 78
HR I B 3 (RS A 44 1) 22 4= IR BT sl H 85
W TAEER G S IR 4. SR e 55, 1 I LS & 1
P HB.
WG AT R EAE R B . BRI BT R, 1
sl HAt PR 4 G 15 4%
F AN B Ak 5 4 TAEARESEIE A A
R BEPATHMESS, FRESMOEER dnghE. BE. —K
PEARCAR) ,  DAIBE G 7 IR R R Ok
{5 3T 24 R B A AR FE B 1T BE 5215 G AR W)
FBidr
oy [ s SR =
%1E A& R NFE,
DA it U SRAE TRl 3 A A AT RE R AL 2, VB AE AR P T R
HEAR S ik RG4S .
IR, PSR R .
A A IR Ve e 7 T T
BHRO R IEE, MO TREEHNIEYE . S&EmN A
M AIE AR SRR . Tl PAERE me A . YT MR
1 AT S .
9. FEALERM:
SADIRSTEIN N
it KA B ECK
als TR
SRR To s 7k}
pH 18 To s 7ok}
5 /T A To s 7kt
I 55 A R ToHHEH R
A A5 ANiEH
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AR R &

Gy (48, k)

TN Kb P B AT FE A 8] AT RETE OB AR Mok AR 2 R
.

SR Rt SR R
FRYE 1R | TR L SR R
FRYEF IR | TR R TR R
AR i
A i
i/ AR TR R
e TR R
R
ikt SR R
E /A RN T
BRI TR R
SR TR R
s
i i
B T
A B A R A K AL AL
g AR R
10. Ao A R
gt AR R
P bt E M TR
felo 2 W ACEESHAT Hoe M T AT R R PR 2 A
MR R,
Lo 2% e JERIRTE.
G2 1.
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& 8 ) 43 i 7= ) WA fE I8 B4 18 =10
11. FEZEER
BEbig R LN
J Ik
TaA
IR FR 2% i
aEN
HTWRAE,
i
S A& AMEFMHASHE: 1, 965 mg/ke
DR AN WARVS
Ha
HFHER:
Skg O LD50 (K ) > 5,000 mg/kg
SER BRI LC50 (Kfl): > 5.8 mg/1
BFEN A 4 /N
IR : K/ 0 %
SEE R LD50 (K f): > 2,000 mg/kg
Alendronate:
arg st LD50 (CKER): 552 — 626 mg/kg
LD50 (/INER): 966 — 1,280 mg/kg
SN EEME v o R
Sk R wE v o R
JilZh=g#q oS

sz nEE

SERA R

Sk R R

LD50 (KR, HETE): 35 mg/kg

AYEFMASTIME: 0. 05 mg/1
T FRI ] 4 /N
TRIREE: M2/

Tk EREN

SUEREATHE: 50 mg/kg
Jrik BRER
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B R 8ol R

3 1 )

o

Alendronate:

e LK

#iE DoER Y R R

2 25 HRL B 45495 / G 3R

38 ™ AR #5245 o

Ha

Alendronate:

s CORKR

¢ D RIZ

RE-B AL

M= D

gk D TCHR

TP R B 7 ki it

Jsdi S oK

WRIEHA 5 B L F T2,

TP R S 8

WIEBA 5 B LT HAT 93,

Ha

Alendronate:

B S A e

JiER=g4q. -8

MEF =gt D EBE R

P 4% D ek

)& DR

z o A

ATEA B R

WRIEHA E B L F T 9.
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HER:
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IRAN R B

A A B PR 71

Alendronate:

MRAN R R

JilEk=gdd
AN R 1

A A B TR 1

TR 4 P 2 RAR RIS (AMES)
gE R M

TR ST : A& AR FL S 2 o o R 2R A 3R 56
2E 1 B

TRAZETY: WAL IR A% RS (fR A
FhlE: /N

PREFIRE B

ghE L T

PRSI Bl e v A
MR R G KR A4
g5 5

AR g1 0] 2 282856 (AMES)
HEAUHEAL: A B A S L1
g5 5

TR 2SR : A AR FL B A 20 i 32 ] R AR 1
a5 1 Y

DAY et Ry AL
MK ZR 48 E 6 B O0 5L
SR Bk ]

IRF e~ AR RN
Fhla: /N
a5 1 Y

R 418 (]8R 224858 (AMES)
J77k: OECD R S 471
2E B Bk ]

RS - A4ty L Bh 40 20 i 2 IR S A 1 56
7775 OECD i F U 476
gE R

TR SEHY : A4 A G o A4 i 22 3006
J71: OECD Mk 3 0] 473
gE R

MARZEAL: WAL R %R (R A
g KR

PFIRT BN

A 352 A% 1)

A 3 A% 1)
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J715:: OECD Wl ) 474
gE R M
IR SR N R RSIE L TR = P &y
[N
VA SO N PN
a5 [H
A AN E TR AR M - YEAG DORAEE AU E AN R LRSS A A T A i B TR AR PE Y R
BUE
WA 5 BT #1793,
HA
HFHER:
R N
PR DB
T R[] : 72
s DB
Alendronate:
hE DR, HERE
PFiRE L %0
ey D 24F
o Img/kg HRE
: 3.75mg/keg RE
BB R D FURAR
HE D HAEmLH BT R 5 AT K.
AT
PREEXT R ) Lid it 2
Ha
FHR:
o B M ) B DO — LB R
Mg KR
WEIRE BN
gE R
AR LR B 52 DAY A/ R R T
Fhg: KR
RERT BN
gE R M
Alendronate:
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Mo B A 5 Y 7 i N e T
A KR, PR
PR 40
- HRe77: NOAEL: 5 mg/kg fAKHE
g 3 SRS AR WAT R AR T BE T B2

SR )L B 52 DR R E
FhE: R, MEE
DA R Gl 2
KREFEME LOAEL: 1 — 15 mg/kg K
SR G RG L., RE R, AR
SERL R BT R RREEPE AR A S AR R B .

MARRAL: K H

FlE: &K G, HEVE

PRI 410

R E B NOAEL: 40 mg/kg A H
SR EARIER.

AT - TR CORESIRE, HF8WAEKEEE LW
FRMEESRE REEN- —IREM

GGG ERIN

4H4y

Alendronate:

PG D AT BB IR E R

FRGESE RASNE- REZM
K e R T REIE 4

H5

Alendronate:

SLAS T =

PP D KRR BT R AR E .

JiER=g Ao

gz N

SLAS T DB, VR, EE

PP DOTEWREN 10 mg/kg MREBLLATIR, FEIE EWERIEAT

Y8 ) £ RS2
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BEELERFM
Hoy:
HHER:
s KR
NOAEL >= 9,000 mg/kg
PR IR TN
Er AR 90 k.
Alendronate:
e N
NOAEL 2.5 mg/kg
LOAEL > 2.5 mg/kg
PR IR Flk A
Ery A || 53
mesE B
e R
LOAEL :0.01 mg/kg
PRIRRAE DOk
T a5 (7] R R
AT OH, B H
s :
NOAEL © 2 mg/kg
LOAEL © 4 mg/kg
PRIRRA 2y n|
T 2 ] (7] © 53 Jd
EEsE E
JiER= ARS8
e N
NOAEL ©0.06 mg/kg
LOAEL © 0.3 mg/kg
PEIRR N
ErgAlE] D90 K.
Fik . OECD M3k 5: 0 408
WAEE
WA E B LT IAT 5%k,
204
Alendronate:
ANiEH
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A &7 Hi: SDS %5 RIVAETT H #: 2019/09/13
5.10 2020/03/23 22042-00016 W4 H#: 2014/10/15
NERBARL
Hoy
Alendronate:
LN IR PR
B 4 fk SRR RIZNIRE, R Rk
IR FR 2% i SRR R 2
TN SER: B MiEThRe AL, WUAE B8R
12. £B2ER
AT
445y
FER:
Xof f ) EEE LC50 (Oryzias latipes (HAFEM)): > 100 mg/1
FRTRITA): 48 /NS
RVE BT R p R
Alendronate:
Xt 2P B LC50 (Pimephales promelas (fEkfigkfa)): 27 mg/1

XA AR A TR MY

K351

XSS KA

xSRI EE (18 k)

BRI Al 96 /N
J71%: OECD Uit 5 0] 203

LC50 (Oncorhynchus mykiss (HT##)): > 1,000 mg/1
] 96 /M
J7i%: FDA 4. 11

EC50 (Daphnia magna (7K#%)): 170 mg/1
FEFEAFIA]: 48 /N
771 OECD il 5 ) 202

ErC50 (Pseudokirchneriella subcapitata (£%7)): > 10 mg/1
FRFRI ] 72 /NS
J7¥%: OECD i 0] 201

NOEC (Pseudokirchneriella subcapitata (£%3)): 4 mg/l
SEFEITE): 72 /N
J7i%: OECD Pt 201

NOEC (Pimephales promelas (JEkfi&fa)): 1.1 mg/1
TR 32 K
Jii2:: OECD M-S ] 210

LOEC (Pimephales promelas (JE3kf&f)): 1.9 mg/1
FRERINTA]: 32 K
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fA
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XA AR TR HES Y

HIREIE (T2 PE 1)

REF AL RE:
O RENibE

XA ALK A TR MY

1

XTSRRI R

AR R
A

HER:
HE W) P gt

Alendronate:

AR A

KR E 1

RE-Br LB
asty)%3 7 Ad

HEMERRE T
Aoy

Alendronate:

1ESE iR /7K 7 e &R H

J715: OECD M5 ) 210

NOEC (Daphnia magna (/K#)): 4.7 mg/1
FFEI]: 21 R
J71%: ORCD M50 211

LL50 (Danio rerio (BELhf)): > 100 mg/1
TR TE]: 96 /N
7% OECD L5 U 203

EL50 (Daphnia magna (/K3#%)): > 100 mg/1
S FEIA]: 48 /N
J71%: OECD it S 1] 202

EL50 (Scenedesmus capricornutum (J&7K#)): > 100 mg/1
FeFEHSA]: 96 /N
J5 1% OECD ik 5 201

SRR PRIE AW B .

ghE L HUEAY R AR
VA 70,3 %
FeFRI ] 7 K

K ZE W] (DT50): 375 K
J79%: OECD JRF ) 111

SER R G s A W R A
HEWIRREYE: <=7 %
RFEN R 28 K

J7¥%: OECD WK S0 301C

log Pow: -1.73

15/18



P2 S AR GBI A
218 GB/T 16483, GB/T 17519 i '
-5 ORGANON

Alendronate / Vitamin D Formulation

A &1 H SDS 45 BT H#: 2019/09/13
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JEE AL

1EFBE/ K HL R EL : log Pow:> 6.2
J79%: OECD ik 5] 107

TR HER M
TeHHE TR
HAEEEER
TeHHE TR

13. RENE

W EIriE

JRIFALE S B UAS S (S

TGt 3e) D RLRE AR AR VAT IR S AL B R T AL
WTC AN EE R FARAE T AL B

14. BHER

& bRy
Fi3Z (UNRTDG)
ANE R fe 6 i

Z23% (TATA-DGR)
AE R FE R i B

#&3Z (IMDG-Code)
AME R FE R S B

% (MARPOL73/78 A%)) FM] 1T F1 IBC LN
AT T LR AT

H A

GB 6944/12268

ANAE N G 6 it 7 B

R B T TG e
ATEH

15. EHER

ERZEM
BV B ik
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Alendronate / Vitamin D Formulation
A &1 H SDS %5 BT H#: 2019/09/13
5.10 2020/03/23 22042-00016 BVIgmH HH#A: 2014/10/15
FERERAETHEAZFRFLER:
AICS CORME
DSL CORIE
IECSC CORNE
16. HAhfER
HMER
SR DN AR EE, BdERIET E R SDS. OECD eChem |77 G484
REER, DLRRONLEME R, http://echa. europa. eu/
H 3% . £/A/H
FRENE FEES
ACGIH D REBUR T DA R 2 (ACGTH) Z I FR{A (TLV)
GBZ 2.1-2007 D LAE A ER RPN M IRE - A ERER
ACGTH / TWA D8 NI, IR INACT 1A
GBZ 2.1-2007 / PC-TWA D RTINS R R

AICS — RFIEALZEY R4 %, ANTT - EPEE KA RS, ASTM - EEMESZE P2y, bw
- RE; CMR - 8. BRBMSAEESEYR; DIN - EERAEL:2; DSL — IS KE WL
MIFi %, ECx — 5l xS, ELx — Sl x%SN M7 %, EnS — RSEHE; ENCS - H
AUHFFALED A 3 Brex — 5SS xE KNI ERG — BZAFRrg; GHS - 4&ER{LZE 5
G5 — A KABREHIRE; GLP — SH4SRIS =0 ; IARC — HEFREEIER AN ; TATA - ERiisici
sy, IBC - [HPricsia i fa btk 2 SN AR IS A &6 ) 1650 — B3k, 1cA0 - [EPRES
FHf A 404, 1ECSC — T EIMA W FEYFR 45, IMDG - HRigis Gk ey, IM0 - EinigEaH s,
ISHL — HATZ2 4 FE %, 1S0 - EPrbrdE b4, KECI - #EBIGEY R 43¢, LC50
= MR AT BEOUIHREE ; LD50 — MK AT BEGEE CEHEBGEE) ; MARPOL - [E BRET LA
RIS YANL); nooos. — RAFIPIA; Neh — BFHAE; NOEC - LAl (A5 1EFHWKE;
NO(A)EL — JGRI L CH) {EHFIE; NOELR - JCr] WAEH iM%, NOM — SRPGEF 245 AE; NTP
- EXRHHEZEMKIA; NZIoC - Fioi 2245k, 0ECD - & S/E SR EHLL; OPPTS - ¥5
LeBiia . RRFIRAEFYRIIAZE, PBT - FEAME. A RFBEMEBENY5; PICCS — ML
SR AT (QSAR - CGEE) 5 —3EMHEX R, REACH - BRI S AEEFH T2
SRR . PEAG . AR GERL (EC) 1907/2006 5 ; SADT - HMIEARIGSE: SDS - %4
RULAF5: TCST - GVEEEALEWRIEM; TDG — fEl s, TSCA - FEEH HFY R EHk;
UN - BX&E; UNRTDG - BeA E G T kit @iy, vPvB — SR AR & Y ZRMEY
Ji; WHMIS - TAESpRTfals ifs B RS

HIEY

TEBA T EN AT, A2 AR UEIS (SDS) T A 2 H IR L5 B HER To R . Bf5 B R %
SRR MRS NI Al gk, AAEMRATIER, AR B ORIEFS S5 R U B 5.
BROSCARUESS, BEREMNEE R EA SDS TiAHH € KR EM A R, 25 SDS HAIAT RS (R T
A RHE A A S TAR TR AR, ORI ERTER . FHRH ™ R AR i PS5 i o 5 9
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BAE A I TANAE Al 7 SRR BT B, AR 28 SDS MPRHFIE FPEVEAS (An
EHD

CN/7ZH
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