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DUEBA CONTACT LENS:

This is to certify that the medical product Soft Contact Lens
manufactured by your company has been inspacted by our office
and is permitted to register on the Chinese market. This
registration certificate is valid til} June 15,2019,
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ATTACHMENT: MEDICAL DEVICE REGISTRAT
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VEM S B &2 s GiF) 72014553222828 5
REG. NO. :CFDA (I) 20143222828

1=l 1N
e DUEBA CONTACT LENS
anufacture
1l i E At 93, Beoman-ro Suseong-gu, Daegu(Beommul-dong,
Manufacture’ s Address 103 B1F, 302 3F, Beommul APT Type Factory)
Ai:i"ﬂi P 302,3F Apt type factory, 93, Beoman-ro, Suseong-gu,
Manufacture Site Daegu (Workroom, Lab), 103 B1F (Storage)
=BT PSR B
Name of Device Soft Contact Lens
=
iﬁ; Al Alamode
odel
FE AT YZB/ROK 2542-2014 (MK Efibst (B
Product Standards ‘5 :Alamode) )
MRS R LA RR FO RSk EAhs, 8 EHHHEMA. GM. EGDMA. AIBNE#E

Performance, Structure
And Components Of
The Product

FIREMRL, BHECNKE, BE, o, B, L, KRN
RO, SSHWRE: SKE37%, FHF: 1440, BEEH: 9.5x10™"
(cmy/s) [mlO,/ (mixmmHg) | ,-3DiE% & 11x10” (cm/s) [mlO,/ (mlxmmHg) |,
JETFERETE . 0.00D~-10.00D, A] WLEIEL %>95%. 7= 4 m k281 K o

P amiE e E

Indications

AT 18% e UL ETEAE ik 3 B IR LA .

B SE
Contraindications
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Service Agent (s)
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YZB/X XXXX-20XX
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Bl B

ARFHER NG KA (B2 Alamode) 2517 il 52 (I 77 SR AR E I 7= S b v

AHRUER SRS KIR GB11417.2-1989 (HMEZAKIEAREE) K 1997 1T SRS E, F=RIER. Hik
T RIHIN . AR%E. 3 R A7 0 5 SR F AR L [ SR A AT

AVHERI G S EAE T GB/T 1.1-2009  (FRAEML TAERIY i K ovf= Rbrig S A M .
AARHEF P R AV ER AT S GB/T 16886, 1-2011  (EITSMUAEYIZE TN &5 1 4. KRS
HEFIFN SR FHPE.

AR HE R PR T PR B 3%

AF7#EEH DUEBA CONTACT LENS #2 H!

AHRUERC BT 5N RS 7 S PR E]

ArrHEE BB KR

RAFHET 2013-4-1 & R KA.




DUEBA CONTACT LENS 1& Ml #5
M EKIEME (B2 Alanode)  YZB/X XXXX-20XX

1 R

AAFERE T MM BRI RS R S M4, BR. RIBJE. BRI, FrERGEH B
BH. A%, BRMAEER.

AAFAEE Tk (RS Alanode) U\ TFRIFREN . BHAT 18 # RU L THBAE

BEH LT

2 MEMSI A H
BSR4 OB I A AR HE RN 51 TR AR O A AR HE R 5k 3k . LR TE B M S A sct, KR
HIEE (NEFEERENAA) BAEITRIAE R TAbrdE, SR1M, SURMRYE AhR AR A b 8 & J7 Bt
I 75 AT AE P X S SO OB AR . LA TE B 51 RSO, R Ac@E T A
GB 191-2008 1% f#iz bR &
GB/T 2828. 1-2012 i B IRFERF o 1 304 B IR (AQL) A FR I IZ HUAS 36 e B 13l
GB/T 2829-2002 FRIME it HmitfeF Ak (GEH TAFIERERNRE)
e NRJCFIE 25 8L 2010 565 ¥
EXaRALEBERRASE 105 (B8, mEMURRREENE)
GB 11417.2-1989 K M:3E/KEAEE X 97 B A
GB/T 11417.1-2012 BREE2: #AdsE 5 1 ¥4 WL, 4 XAHEFE KR RMTE
GB/T 11417.4-2012 BRE ¥ Hefhh 58 4 H5: WRIGAARAE SR
GB/T 11417.5-2012 BREE% Hfsh 3 5 ¥4 JertEekis niE
GB/T 11417.6-2012 FREDLS: Hfbst 28 6 Hor: HUMMERERITTE
GB/T 11417.7-2012 BREE% Bfhh 3 78 BB TE
GB/T 16886.1-2011 EJT8MEWETM F 1 RNEEHEIET KN 5%
GB/T 16886.5-2003 B&J7 2T BT AN EERE
GB/T 16886. 10-2005 BEJT28MAEMEVEN S804 RIW S IE R EBEBUR MRS
YY 0719.7-2011 HRELEY: SAdE RS 8 78 EWEIMIRK T %
IS0 11987:1997  RBPe&—Hhsi—F BONTHE
3 Ri&
3.1 Rif. KSMEX
7E GB 11417. 2-1989 & FIFILL T A2 I ARIE . RS FIE SGER T 4454
3.1.1 H#&
PR B S e AR F S IR AR AS FECEREE A, IR R IRE 1A LT3R A
3. 1.2 B i B E # ] H
MATBBI IS, B R P e e 8] L 3% A
3. 1.3 %S
BE R SHGRR LRSS H G KR SRS TRT, BES.

DUEBA CONTACT LENS 2013-4-1 it/ 2013-4-1 SCjiE

[ 1]



YZB/X XXXX-20XX

4 5335 ER

4.1 4%

4. 1.1 #EKES: SKENNHF A,

4.1.2 BPUERINRINRESY: W A

4.1.3 BEFHAES: HEEIHF Ao

4. 1.4 BMREITIED: BTRREBRAKE, A% (REHH) FILKFEA.
4.2 BERWHR

4.2.1 FHMERIER: WHZE A,

4.2.2 REFMARAER: WM A

4.3 B

A5 Alamode

A TP A.
5 Bk
51 BRMRNEYFEER

5.1.1 GEAMELN T4 .

5.1. 2 B R APRHR TR R AB BUR B .
5.1. 3 G5 Fr AR TE AR 314
5

)

3]

5

A B RIS R A
2 BRAREMEER
2.1 BKE: WMFRA RLEL2%.
2.2 BRARBIBRE: BEREAIRENLMTE A, EA+20%; 5 H-3.00D FE EFFHRE LI A,
REN-20%.
5.2. 34T E: WPHF A, RZEHNE0.005.
5.2. 4 tF IR, WM A,
5.2.5 JRHF WA : G T RENAHT R IRE 500 XA EAEHKZL,
5.3 RAEAEXK
5.3. 1 KRR E: BAKREMABEE M. B, HEFORAEEEMBR. EFXEAEE 2. 5X
BORGAT 2R (IS, &80 BRARBURL, S REIRZD).
5.3.2 BEEEKX: FHKREGEEXMN 2R, AN, B85,
5.3.3 % WA MIAGRIENE, REEHIR.
5.3. A BBEREE: GRECERANAREIEZ.
5.4 FRART
BRABRN (POBERE T, ZIBC. BRERO) FFHRMERRZE WK A.
5.5 JEMEgE
HE (BRETERE.) GE. PKEALZENHRFA.
5.6 TEEX




B RAR TN & TR E K.
5.7 ERRGR pH (B
5 F {RAFI pH {6 WL A
5.8 RREFBIBIEL
{RAFHIBIE T WM A.
6 R 757E
6.1 FEEMRHRLE:
6. 1.1 4l & IR 5
7 GB/T 16886.5 /{3347, TP TVESIM YY 0719.7, SRMAE 5.1.1 HIHE-
6. 1. 2 ALK
1% GB/T 16886.10 th 7.4 3B & BUBEUR ML & K FIE R I E T IEEAT, SRMAFE 5.1.2 KRLE.

6. 1. 3 BR 358

% GB/T 16886.10 t1 It & B HAbHIBCRI & B.3 IRFIEORI M E BT, SERMAE 5136
RE
6.1, 445 A RAEREIL: 2 GB/T 16886. 10 h¥lE /T ikitAT, SRS 5.1.4 HHE.

6.2 S HYIERMRERIR
6.2.1 B HIEKEMIR: # GB/T 11417. 7 JFIEHAT, SRMAFEAIRAES. 2. 1 FAIRE.
6.2.2 BEZKBRBEENR: % CB/T 11417. 7 Fiki#T, RN EAEIRMES. 2.2 PHME.
6.2.3 B HIARAT MR % GB/T 11417. 7 FiE#AT, RN AIRAE 5. 2.3 FHE.
6.2. 4 P E T RAMR: 5 GB/T 11417.5 FiEHT, SRMAFEAIRMES. 2.4 FHIRE.
6.2.5 &5 PSR AR RIS ¥ GB11417. 2-1989 o1 6. 4. 1 JTiki#tAT, 4 RFFFE AR 5. 2.5 FHIHE.
6.3 EHFEMK
6.3, | IS EEFEERE. BENHRANSG GB/T 11417. 4 HIE MAREN KBRS TN, TERBK
17. 5X [IEAL R, 45 RIFFE AR 5. 3. 1 FHIRLE .

6.3.2 & PR AT X AR : % GB11417. 2-1989 1 6. 4. 7 J7 kAT, 45 RBIAFG AARME 5. 3. 2 FHIRLE.
6.3. 3 A HIhEM T . ¥ GB11417. 21989 H1 6. 4. 7 HIEHEAT, 4 RMAFEAFRMES. 3.3 HHIME.
6.3. 4 BEAEFME: HHFE B HRETRYE, ERMAFEEIRME 534 FHHE.
6.4 FH RSTHRR
6.4.1 G5 MERMEKNR: % GB/T 11417. 6 PHIJTH, MELE R & AIRME 5. 4 R 2 FE.
6.4.2 4L EREKMINR: 4% GB/T 11417. 6 J7ikiHAT, SRMGAAIRE 5. 4 FR 2 KT
6.4.3 4G HEIIMNR: 1% GB/T 11417. 6 FVEBHT, S RNAFEGAIRME 5. 4 T3 2 HIHE.
6.5 A AFMHREM:

S (SRUSTRAERD) BIMAR: % GB/T 11417. 5 FikBHT, 4 RMAFEAbE 5.5 FRIFIE.
6.6 FTEMR:

% (Rt N\ RILRIEZGH) 2010 4 AT X1 H FIEHT, GRNFESIRME 5.6 FRHE.
6.7 R pH ERA

s (e \RSLAIEZE ) 2010 WP MR VIH LT, &RMFEARE ST RIIE.
6.8 BEENK
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(R ANRILAEZGH) 2010 F ZHHEF IXG HiB3E EBE/RIK BN &%, BUE S R4 BB UK A
BEELCGHTIE, 1WEZKNERTFHE, ERNAFE 5.8 FHEX.
7B AN
7.1 R

R gt (HRK) MARKRE. SR ftRRats/E Tt .
7.2 FRLE
7.2.1 FHALGAK GB/T 2828 Z A B+ BUMAERE 7 AR E E K.
7.2.2 B R KR E T FRIER — KRBT Ri#T, RO ASHE.
A AQL B ZARUEE SRR &R 1 HIE -

x1 ZHRBHFETR

WITE . AT

NEtrE B % C%
K56 TR H 5, 1 5.8 5.4 5.5
K38 K 5 11
AQL (EA& K LA 1.5
7.3 AHARE

7.3.1 £ TFHIERZ —8, NEETRERE:

a)7* A IE S A 5

bfERIt. TZEMEA BRI
7.3.2 BB ERHAAE T RK GB/T 2829 JA MM B THBUMAFE 7 M iFE R E E K.
733 AR ERFEAEL MESKRN AP ESH, FRRROAGRIE, RIETE . REKF
1 AQL HZAREZ R NAT G 2 HIRAE . JA e 25 T SR A 2 AT A 6 G0 s B 5

K2 AHREMELTR

A& A B C
B A& 5.1+52 53,57 58 5.6 5.4, 5.5
FEA RN 100 20 20
RQL . =~ 10
EE LA Slatk (1, 2)
8 FRaEFNME AR
8.1.1 B&. SRB/IHEAR LELNETIIRE (LK 3).
* 3 bk
W H ke &k
LD
7= i 44 7R
=) J J
7 i 44 B -
JETERE CtEH Pw) J J
BERE J J




FERS (MR RS)

EIKE

H 9l

#h5

GRS

LN

CAH T RER AR ML S

7 bR S

7 il B AR S

TENHE S

RAF W

HE

it

v
J
J
v
J
J
J
J
J
J
N
4
N

B E A

J

2 e | &2 il | & 2]l & €4 |%]&] =]

a)
b)
c)
d)
e)
f)

Q) fEIEEIRRAF & GB191 HIH RE .

8.2

HERH A BRAE (BT BMueH. RERamREEME) KILEME.
RIS 106 A 2-3.00D 5 4 A3 S8 BEAR AR (B RVE AT 72 B B BER R 3R

BiE “VT ik

"%

PRI 5

B AR Mk

77 b A4 PR

eSS EAHES
AT B B RS B 3 44

EREEAP

8%, BH. BF

9.148%
AR IEE. BiKE. BBAEe%

9.2

9.3

AT WA 1 B R e, hake: RIRERK
kR, Was (BEM (Polypropylene) E+HERELK
WAEFE: RERMN 1 AERERaR. TE%E: MME.
—HEABEMIMEE: RS

T

B4 A —RsE T RIER.

akes

[ _’) m‘jﬁ%
8.1.2 Bk £ /0H THIRE:

&“§ X ” Z:izl-i%

ACELE, FHe. BAE. TRMmAREE P ET.

EAEHE

£

M

[N

& wes s



10 BHH (BRRE®)
KR Ao

11 BREWREE (PW-3.00D, ©14.00. BC8. 6)

nel
nee
1

De 't o

&

S RS R B4 mm

BHER SMITE SR — IR
RLnz HMUTE 55 —INEAR 8.59
Bz AMUTE 2 = E 4 8.09
HENHER CEZX) AT 5% — 9T LA b
L SMUTE 55 —5KH B2 9.75
MMEWWEZ%%¥% b R 0.085
1 BAEAER
EPELE EHISEERE RT3 HEER TR
HiI R TH BRTH JGZRH BRTH
FRRHE L8 S HE R R R T AL HE 7




B3R A

(RFEMMFE)
FEM AESERTXRR
i ERE FI RER
mm mm mm
8.00 % 9. 00 13.10 £ 14. 50
#K 0. 10 #K 0. 10
+0. 20 +0. 20

E: AEESEFEIL. BEEXR.

(1) MRAEE SR AR, T AR R 5 IR R A B A K ORI R A E R A
(2) MTE—RE, AEENEICHR R —.
(3) M TE N, MhHEGRERNTL ERFAILDL .

FA 2 RRYEMESHR

kR A BT A% BEAMGED | BEEGED) RS RE (3D
37% =>95% 1. 440 9.5 11 7
VE1: AL 10" Cem® / s)  (ml 0, / mlXmmHg)\ ¥ 2: #f7: 107 Cem / s)  (ml 0. / mlXmmHg)

7 3: UVA (316nm—380nm) <50%;UVB (280nm—315nm) <5%

& A3 LEEREERE

mH RE
- 0.00D %-9.75D +0.25D
-10.00 +0.50 D
7¥: XESEEXN 0.00 £-10.00D, 1A 0. 25D,
® A4 RIFREC T
AR 58 YEH
FALE NaCl 0.9% EH BB
afi/K 99.1% VAT
xAS HERFR
F5 I H fahn L gas
1 5 R s K A ER AT (] AT 12 /)i /
2 B2 P B S A At 12 A /
3 AR (B FEm) 54 /

AN




4 85 KR AW pH (B 4570 /

5 RIEWR I35 [ 260420 H47 mosm/kg. H0

A 6 FR#HR
AFEBEABERK, B, IR £ B RETES SR XEELRAS, REFHEAME AR
R ER¥E B8 .

F A6 BB R R
PR aE (! PR
AR REREE 2B (TRIFK HEMA) - EAK. EME CAS
2-HEMA (2-Hydroxyethylmethacrylate 868-77-9
Glycerol Methacrylate R HINEHIRIE -G
R IR R 4 7K H I B (fRTFR: GM) B ETBRT
Ethylene glycol dimethacrylate 0. 8% pdirSil 97-90-5
LB IR TR TR (EIFK EGDMA)
Azobisisobutyronitrile 0. 4% Bl il 78-67-1
BER_RTH (FH: AIBN)

BRRATR, HEASGHFBENLE, BANEL 0.069%.




) JEMBLR 5 e (%) Hirg
Titanium dioxide (% fk.4k) 0.022 21C£FSR%5§§ ]5 2%
JK | (Phthalocyaninato(2-)) copper (EKE4 (2- )) 0.008 zlcépslﬁﬁg 45
C.I Reactive black 5 (C.I /&4 2 5) 0.024 ZICé\FSI{%?ﬁ 19 21
D&C Yellow No.10 (D&C #f4 10 2) 0.007 21C(;i%§ﬁ7710
D&C Red No.17 (D&C £Ifs 17 ) 0.009 2](:&?);%263 .
- (Phthalocyaninato(2-)) copper (FEKE4R (2- )) 0.010 21C(;SR%§4.*%3 08 45
C.I Reactive black 5 (C.I 522 5) 0.028 21CCAFSR%§;;1% 1921
D&C Yellow No.10 (D&C #Ef 10 &) 0.017 21%%??4@7710
D&C Red No.17 (D&C 4f 17 8) 0.011 212;?;”“4%;30
- Titanium dioxide (— % 1k.4k) 0.020 5 IC&SR%%% 15 2%
C.I Reactive black 5 (C.I & 2 5) 0.021 212;1%% 19 21
(Phthalocyaninato(2-)) copper (BK#E4{ (2- ) 0.026 21(:&81{%3‘1%5 45
i | Titanium dioxide (% fL£K) 0.020 21%5}??3% 15 2%
C.I Reactive black 5 (C.I }&E 1t 2 5) 0.020 21cg:slﬁﬁ 19 21
(Phthalocyaninato(2-)) copper (BEE4d (2- )) 0.008 21C3:§{%£ﬁ§45
]
. D&C RedNo.17 (D&C 4 fs 17 2) 0.009 2fé}?¢“ﬁfm
; i
Titanium dioxide (— 4% f.4K) 0.020 ZICCAFSR*;ﬁ 15 26
CAS #i#% 9
C.I Reactive black 5 (C.I JEH{t: 2 5) 0.022 21 CFR 74.3121

GES N LY =5
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M B

(A HEHR)
% A
RS 7 VAR5 o A 2
1. PEW (EWAERFER, ARBABLEARMRERD.
2 WeRIRG 4%
RIAE -
1\ 1E 20 5 FHEACT, MBAMMBHEAEE, HHE L.
2. REHRIEIE 10nl £4AKPER T 1.5 it
3. RlkixRGHRBH A 20 4.

BERPR2 RBEI =K.
- REATRE 20, WBRPEBESTIRY, FANEHERE.
 RBREUE, 7 20 ORI TS, SR arie A, RRAMHERE%.




Mk C
(RFHEMR)
BREFRE
*Cl HEAEF LT

HE5: mm BHERZ: mm # 7 & u

PR AR SR K B B EAHES: EREHRIK () F XXXX H XXXXXXX 2
b5 YZB/[E XXXX-20XX

it F: Alamode ERIZE.

FEME: HEMA LR 7 v WAL A EA 45 )

T OK #: 37% FE e HE

0 & 4 7 J: DUEBA CONTACT LENS

I HRE (&%) AP bk

*x B BUCEHAY: AT 12 A

E L R PSS R AL TR (&%) F.
v 2. HERRAE S AR BB HEAR .

13

w'Os iy A




> |
O R
t‘a a7 =)
W i
X

~
IR (1 RSB, o AR

INEY HIERESIER . RrEREIFFE (B = Alb = AR SR S AR ALE .
AR RS TR OLARRHERT R A . o AR A 2 BRI R K S

FAEFRATRA, MR Z St E AR RIG RS ER 2 T R MER.
= FIARSREEARE: L2 eSS AXH
= /W RMYH
REFRKEMERER =RETHR, BROSRKEERGHEEEERRAN (ETHams %
MR (BL5 15 5) MMEHT, EhEETSM™R2EEFRTS, RIERKEMBFRIE 6822 KA
HEEUBEERETEFS | KIS AR RR R A,
Y Ry v
4.1 RSB R A BB BT GB/T 16886. 10 ikidtAT. S RMNGAWMES. 1.2 HE.
.2 IRRIBEALE % GB/T 16886. 10 J7iki#t4T. ZRMAFAARAE 5. 1. 3 lE .
3 AR EERES 1% GB/T 16886. 5 JJi&#E T, TEMJIIEGIA YY 0719.7, ZRFMAFEAED. 1.1 #E.
CABRWOEE 2 GB/T 11417. 5 M5 HG8T . RN EFRMES. 5 HE.
SBERBPGERE L GB/T 11417. 7 AT SSRGS 2.2 M.
BBRARIEKE % GB/T 11417. 7 HJTIERT. SR EHAE 5. 2. 1 FE .
CTERRIFTH RN 2 GB/T 11417. 6 Fik#T, SRNAF &R 5. 2.3 HE.
BB BERNE: $#G6B/T 11417. 6 PHITERT, ERNAFEED. 4 FER 2 HE.
OBAFOEERNR: 1% GB/T 11417. 6 FHITIERIT, SRMAF GRS 4 HR 2 HlE.
10 ZIMAHK: %2 GB/T 11417. 6 7 vEik AT, SR EIRHES. 4 HR 2 HE.
11 BB % CPEARIEFMEZ ML) 2010 £ XIH AT, 4R 5. 6 HLE .

L~ = T T =~ S

13 BARTFWRSERE: #& (PEARISMEZ M) 2010 F# M3 IXG MB35 BRI &%,
POEEMNTERAK RSB EGHTINE, WHE=RNEKFME, &RNFERME S8 EX.
H RN
BARED AZRMAEN AN B ELREE GB/T2828 HHRLE M ZRHIT, RN & HhriE
GB/T2829 m#i5E 1 E K i3k4T .
N P REEBAREBRHE
1y Akt A 7= b R A 04 B R T GB/T 16886 BT 2% A 0 24 WP bR At 52
2. AFRHEF R R TEAR S HE R K H R Z € 1% GB 11417.2-1989 (MK EAMER) AREREAT.

3. BIRWEMERE. RERE. . 8 RAIREE BRI R" SARFE A AT R E .
14

12 RAFM PH: #2 (R NRILAMEZGH) 2010 £ Z3MMF P VIH 23017 . SERPFFRE 4. 7T E.




4y ARKRAE 5. 2.2 LB E REUE NP RBE S 0TE4R, TIEFRHHHRER %, & DK/CT, CT AL
R fEbndy 20 NAAL. HETAHE A 37%-58%44 %) DK 4I7E 8-36X10™" (em/s) (ml 0, / ml XmmHg)
I}, il B —BAE 0. 04-0. 40mm 2 [A]. AU/ TELE EiRFiBEE GZbRMER 89 FHlE). It
K2 HalfEtt AR Z 0. SRR EREVREREE RN, AATELH 1SN A
NEG N TIE. 14 CDA M EH B HBEER.
5. HEtEAR X EEEFBREREER, ANT 92% T TEEERREER, MAKRKIIES. 2.4
BT E 2 BURMRYE B S R 5 A A B LA KT 5E
6+ K i A RO E

BR KA BEFREN 5 F, RIESMEBERETIHEE 5 4, Eixl, =airssns
AR, PR AL AR AR 121 CRIGERR K T, T 2R HRAKE .
%Hﬁﬁ%&%ﬁﬁﬂ%%ﬁ%ﬁﬁ%ﬁ%%ﬁmﬁ,Wﬁﬁ@%l&ﬂ%7@ﬁﬁﬁﬁ%ﬁ%%%ﬁ
B 5R 7 i
7. 7k RS

AFEaREN—FUN, KIEIRESK 5. 2.5 5758 : B PIREMI 3% 500 X2 AW L. 1M BIGHRIR
WA AR, R ERUGH CHE T S+ 2F, R HIRERER—F.
8. TRIFR % A1 AA

AP RAFRA S . R RVEFA AR T Ae AT RS AP MBS T, E2E
Il PRS2 P IE S IZ RAFBRR 2 4 R A 2
WET L B Pl B FRE. WRTAUKS, BEys), M. SR ERH.
RAFBAER: AT o) SRS RS, TRSEA.
BB . BAT, 7EE AR R R R TR R o B R BAREESR . R 7E [ bR L@
RIIRTFBERZYA LU T LA, TR,

R 1 FREARE T AEENAEK

U

A ]
NaCl AEEK, HTHMREMEREHE. AAERE
A ARl . Xt H A E AR B
NaCl. Na,HPO, 12H,0. NaH,PO,-2H,O E— AT A A AR LA 1S010344- 45 A8 il VA

WS . FLIXBLTT BRSO IEE 77 SR AR o o T8
Fr PR RN S AE AR A MR R . B AT
BEZHRTEMX (FEE).

NaCl. Na,B,0;10H,0. H3BO; HAIMNABZHEAHE. 887 .

NaCl . NaHPO412H,O . NaH,PO;2H,O . | XE% 2 XE3HEE. BRifFHNELZHHE.
NagB407 1 OHQO N H3BO3

15
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2 UA_E JUREC T o B niZ B AR R A 5 A« a8, XH.

RAMESHT:

DERABREFRE GRABAKTE 15011987 17575 R ERSEHRFFE MirER R EZTBEZ A, R
BN R SR, IESLRIFRER SO TR A R Z A, BRI,

2) FATTAIRAE CFDA HUMIAT I o o B Oty A o, BEAT T ORFAII . TR ¥B&E K pH EAI .
B ZERBHBINOREREERAFMNER 8. FEHRZE. FHW.

3) ERFTEMX, HEFSRKAAEL LFWET, ZELBRIEHRZRZEHHN.

4) BMAFEFNEAF KUK -EZRSHERET T HRAEMROAREFMRE.

9. BURlE A ULB: BT RABURHA FDA HEMEW B TR AR S Bkl . 5 B7E£E CFR A+
21CFR &ERIMEM B R R INFIER AT E R E.

7E: Tl FDA Mik: http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfim.
10. BERENTE.
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