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R-01-QS.D.FP.004.01

2025/07/18

ertificate of Analysis

NO.: R-D-FP-2507019 -

&h 44 Product name FHsE Isoflurane it 5 Batch No. 5111250702
#iA% Packing 100ml ¥ & Quantity 2515 3
7= i KU Source 301 ZE[A) KK PE Standard QS-D-FP-004-01
HuRE 3 Sampling Date 2025.07.24 A 7= HI MFG. Date 2025.07.24
J4% FI ) Report Date 2025.08.01 #H W IAZE EXP. Date 2028.06 J
Ky E Test Items FRUEE Standard U6 &5 R Test ResulZ\
T s B v VB
SRR, BARM
A ST i A SRR BA Bk . s

PR Characteristics

Clear colourless volatile liquid with slight odor

Clear colourless

volatile liquid with

slight odor
#7196 #% Refractive index
1.2990~1.3005 1.2996
(20°C)
2 4 Y M L e 7 5 0 R 5 B R — A E
% 5] Identification
[R: should comply with the spectrum of Isoflurane RS Conforms
KERRAG L o B R AR IR AR 16
B RARAT AL & &
" e e
T Acidity or alkalinity The aqueous phase should not turn the red litmus

Conforms

paper blue, nor should it turn the blue litmus paper

red.
FaE
H4L%) Chloride <10ppm

Conforms

i) Fluoride

<5pg/ml[<0.001% (W/V) ]

< 1pg/mi[<0.0002%

w1
K4r Water <0.10% 0.05%
A% K W) Nonvolatile
<2.0mg 0.lmg

Residue
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} e . R-0l- .
@ T TS 4. R-01-QS.D.FP.004.01
; Fujian Highsea United Pharmaceutical Co., Ltd A A MR: 2025/07/18

B4k (100ml, EEEHTIH) R i 5 B

ISOFLURANE (100ML, AISLAR) Certificate of Analysis
NO.: R-D-FP-2507019

‘7 KR E Test Items PRI E Standard Fy U6 45 B Test Result
F FA LR RN ADT 97mL, S 1520 B AN D
| F 100mL. .
ot FFEME
& Volume The capacity of each container should not be less than
Conforms
97mL, and the average capacity should not be less than
100mL.
245 A (USP
<0.003% 0.001%
Isoflurane isomer)
2% B (USP
, A
[soflurane related <0.007%
N.D.
compound B)
245 C (USP
Isoflurane related <0.01% 0.00%
compound A)
[EES
% D (USP
)5 <0.003% 0.001%
Chloroisoflurance)
J%J5 E (USP FA
<0.003%
Dichloroisoflurane) N.D.
il Acetone <0.008% 0.004%
HoAth 88 2% Other
<0.003% 0.001%
single impurity
4. Z% Total impurities <0.1% 0.0% J
4t Assay 99.9%~100.0% 100.0%
USP FRAER U048 BT A HLE
Above product complies with the standard of USP ]
b . .
v: Hoe k080l $7 1% A Checked byz%ﬁ'\b\wv 204 .08-9|
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ISOFLURANE (109

Vg R-01-QS.D.FP.004.01

AR . 2025/07/18

AR) Certificate of Analysis

NO.: R-D-FP-2507020

fh 4 Product name 4Rk Isoflurane i 5 Batch No. 5111250703
JkE Packing 100ml ¥ & Quantity 2516 M
77 & KR Source 301 ZE[8] KK PE Standard QS-D-FP-004-01
HURE H 3 Sampling Date 2025.07.25 A= HH#H MFG. Date 2025.07.25
45 H 3 Report Date 2025.08.01 H¥WZE EXP. Date 2028.06 J

¥ 35 E Test Items

P E Standard

Krug 2k SR Test Result

PR Characteristics

AT GBI BIER, BABRRMAK.

Clear colourless volatile liquid with slight odor

T £, (14 785 PR VLA 5
SR, BARM
ik
Clear colourless

volatile liquid with

slight odor
P16 # Refractive index
1.2990~1.3005 1.2996
(20°C) i
2% 7 0 20 7 Y MR L I8 5 50 R o £ T — 3 FramE
%5 Identification
IR: should comply with the spectrum of [soflurane RS Conforms
KA AT AR AR PRI €, AR &
A ERAE AL o - =
P FFERE
FRTHSE Acidity or alkalinity The aqueous phase should not turn the red litmus

Conforms

paper blue, nor should it turn the blue litmus paper

red.
: HemE
ALY Chloride <10ppm

Conforms

AW Fluoride

<5pg/ml[<0.001% (W/V) ]

< 1pg/mi[<0.0002%

(W/V) ]
K4y Water <0.10% 0.05%
A% 52 ) Nonvolatile
<2.0mg 0.2mg
Residue

172




@ ﬁﬁfﬁﬁﬂ*ﬁ%ﬂkﬁ[‘ﬁll}ﬁ] Xﬁzﬁ'ﬁ' R-OI-QS.D.FP.OO4.01
Fujian Highsea United Pharmaceutical Co., Ltd HEAFI: 2025/07/18

Sk (100ml, EFEPHE) ARG H

ISOFLURANE (100ML, AISLAR) Certificate of Analysis
NO.: R-D-FP-2507020

r KI5 E Test Items PR sE Standard YU 45 R Test Result
[ BN AD T 9TmL, T 15 BN A
F 100mL. o
, FEE
& Volume The capacity of each container should not be less than
Conforms
97mL, and the average capacity should not be less than
100mL.
) A (USP
<0.003% 0.001%
[soflurane isomer)
i B (USP
AAS H
Isoflurane related <0.007%
N.D.
compound B)
J&Jfi C (USP
Isoflurane related <0.01% 0.00%
compound A)
S
7% D (USP
/A <0.003% 0.001%
Chloroisoflurance)
% E (USP ~ AAG H
<0.003%
Dichloroisoflurane) N.D.
75 Acetone <0.008% 0.004%
HAh 52 Other
<0.003% 0.001%
single impurity
4. 4% Total impurities <0.1% 0.0%
SkA A B Assay 99.9%-~100.0% 100.0%
s Gr ey i A4
W Yemhs USP FRAER A RAT A E
iﬁ he above product complies with the standard of USP
—
Analyzed by: :k#(’ W4 08 0| % 1% N\ Checked by: zﬁﬁ\é\/ >olt. 6% 9|
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