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FHHE (100 :.Egﬁﬁa@z 56 4% 5 B

L=

ISOFLURANE (100 I@%M\Sj\;ﬁ) “Ceyftificate of Analysis

/ NO.: R-D-FP-2411004

% Product name FEFUBE Isoflurane fit 5 Batch No. 5111241101
2523 Jif
#A% Packing 100ml Gl i Quantity
2523bottles
Sies 1301 %]
7 i KB Source 5% Standard QS-D-FP-004-00
301 Workshop
HOREFE Sampling Date 2024.11.05 A= EH I MFG. Date 2024.11.04
i H Report Date 2024.11.13 HYMZE EXP. Date 2026.10
S IIH ) Test Items FrUEME Standard K38 45 B Test Result

T i Ak, 5%
AT ORI, SR, BEBMSkR. %, BARMSk

Clear colourless volatile liquid with slight odor Clear colourless volatile

PEIR Characteristics

liquid with slight odor

P15 Refractive index(20°C) 1.2990~1.3005 1.2995
A ity YL B R i PR 17 5 5t R oty D e — 35 &
. TFE e
471 Identification IR: should comply with the spectrum of Isoflurane
Conforms
RS
KB RLAELL A SRR A £, th R
SRR N AR
FrE M
R Acidity or alkalinity | The aqueous phase should not turn the red litmus
Conforms
paper blue, nor should it turn the blue litmus paper
red.
FE e
FEY) Chloride <10ppm
. Conforms
<1pg/ml[<<0.0002%
ALY Fluoride <5ug/ml[<0.001% (W/V) ]
(W/V) ]
K7} Water <0.10% 0.06%
AER ) Nonvolatile Residue <2.0mg 0.2mg
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Fujian Highsea United Pharmaceutical Co., Ltd HMEM: 2024/01/02

FFELE (100ml, EIEATH) KL 0

ISOFLURANE (100ML, AISLAR) Certificate of Analysis
NO.: R-D-FP-2411004

KM H Test Items FrifE il 5E Standard R 56 45 5 Test Result
TAEBHEENADT 97mL, F% 8RN A
/bF 100mL. .
. . FEME
FH Volume The capacity of each container should not be less
Conforms
than 97mL, and the average capacity should not be
less than 100mL.
5 A (USP
<0.003% 0.001%
[soflurane isomer)
2% )5 BCUSP Isoflurane KA H
<0.007%
related compound B) N.D.
Z%J5i CCUSP Isoflurane
<0.01% 0.00%
related compound A )
., Z&JF D (USP
EPS <0.003% 0.001%
Chloroisoflurance)
Wy )i
)% E (USP ARAH
<0.003%
Dichloroisoflurane) N.D.
P Acetone <0.008% 0.001%
FHoAth 1.2% Other single
<0.003% 0.000%
impurity
&\ Total impurities <0.1% 0.0%
ke ZM‘% ay 99.9%~100.0% 100.0%

4 . 7&‘%& SP Rk I 45 R4 A s

)ﬁ(ﬁliﬁoﬁa ¥h bove product complies with the standard of USP

— 4
ik & N Analyzed by:M W .13 1A Checked by: Z’ﬁ ﬁ\% POWE Y
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) B F 1. 2024/01/02
FHLE (1001 TR 4
ISOFLURANE (100

rtificate of Analysis
NO.: R-D-FP-2411005

w4 Product name 9K Isoflurane fit % Batch No. 5111241102
) 2521 R
% Packing 100ml i & Quantity
2521bottles
o 301 ZE[q) ]
7 i KR Source Y Standard QS-D-FP-004-00
301 Workshop
HUREE - Sampling Date 2024.11.05 47 H# MFG. Date 2024.11.05
5 HI Report Date 2024.11.13 HMMWZE EXP. Date 2026.10
KI5 H Test Items FRAERLE Standard K96 45 3R Test Result
To R WA A, 5 4
i AT EER IR SR, AaRMSk. %, ARk
PEIR Characteristics
Clear colourless volatile liquid with slight odor Clear colourless volatile
liquid with slight odor
P16 % Refractive index(20°C) 1.2990~1.3005 1.2995
A% it BT 471 IR AT ) 3 57 5 3R P e — 3 .
' fE e
45 ldentification IR: should comply with the spectrum of Isoflurane
Conforms
RS
IKEARRAEL CR BRI B 1, R R 5
A ERRT R .
fFa e
BB Acidity or alkalinity | The aqueous phase should not turn the red litmus
; Conforms
paper blue, nor should it turn the blue litmus paper
red.
fFE e
ALY Chloride <10ppm
Conforms
<1pg/ml[<0.0002%
ALY Fluorid <5ug/ml[<0.001% (W/V) ]
ALY Fluoride png/ml[ ) (W) |
IK5> Water <0.10% 0.06%
AR Nonvolatile Residue <2.0mg 0.2mg
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Fujian Highsea United Pharmaceutical Co.,, Ltd

T

SR . R-01-QS.D.FP.004.00

EXEW: 2024/01/02

(100ml, ELEHATIH) RMUH 528
ISOFLURANE (100ML, AISLAR) Certificate of Analysis
NO.: R-D-FP-2411005

FEMIR E Test Items

FRAEMLE Standard

K36 45 5 Test Result

FNRBIOBERF AT 9TmL, TRy &M
bF 100mL.

22

.. FEME
& H Volume The capacity of each container should not be less
Conforms
than 97mL, and the average capacity should not be
less than 100mL.
5 A (USP
<0.003% 0.001%
Isoflurane isomer)
2% )5 BCUSP Isoflurane RA H
<0.007%
related compound B) N.D.
IR )5 CCUSP Isoflurane
<0.01% 0.00%
related compound A )
. )5 D (USP
EPS <0.003% 0.001%
.Chloroisoflurance )
Y
% E (USP RAG
<0.003%
Dichloroisoflurane ) N.D.
P Acetone <0.008% 0.001%
HoAth #82% Other single
<0.003% 0.000%
impurity
&L 4% Total impurities <0.1% 0.0%
A‘ 99.9%~100.0% HeRak
lga G i z::m:?/ P R S A A
Mrﬂ—:‘jﬁ ove product complies with the standard of USP
- 2
7 KATalyzed by: HM W] 13 K% A Checked by: ﬁé\ ML roup. 1112




