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CERTIEICATE OF AN YSIS
Product Name Sevoflurane .m e 4 R porgN%ber CP031-C031240303
] kJ FLoaal s
| NETHEE 7
Batch No. C031240303 ™= |* uanti :
! 3 %q_amﬁfb;quanuty 3600.0kg
Mfg. date | 2023.11.26 Exp. date 2026.10
Specification | USP 46 Report date 2024.04.01
J Test Items Specification Results Conclusion
: 5. - . Clear, colorless, volatile, Conforms
| Description Clear, colorless, volatile, nonflammable liquid. nonfl B8 liguid
_ Slightly soluble in water. Miscible with Conforms
| Solubility . glcohol, with chloroform, and with ether. Confons
|
Identification | Identification by IR Conforms e
Refractive Index | 1.2745~1.2760 at 20° 1.2754 Ciiicaas
| Acidityor | . Conforms
| 3
| Alkalinity J Meet the requirement Conforms
Limit of Fluoride | NMT 2 pg/mL 0.1pg/mi Conforms
i Limit of Conforms
Nonvolatile NMT 1.0 mg 02mg
Residue
Oroanic Sevoflurane related compound A NMT 25 pg/g | 4 pg/e Conforms
It | Any other single impurity NMT 100 pg/e 13pg/g
POt Total impurities NMT 300 pg/g 69 uglg
Water NMT 0.1% 0.1% i
Assay C4H3F70: 99.97%~100.00% 99.99% St

.
i S

End of report

Conclusion: It conforms to USP 46.

Reported by: %H) n‘f‘
L/C Number:ILC0077240001079

Reviewed by:

4741& 2,

QC Manager: ﬁg% ’

Date of 1ssue:240307

Add: SANXIA ROAD, ECONOMIC AND TECHNOLOGICAL DEVELOPMENT ZONE, SHITIAZHUANG, HEBEI, CHINA




Co., Ltd
CERTIEI
Product Name | Sevoflurane § 7 CP031-C031240304
Batch No. C031240304 3600.0kg
T
Mfg. date ; 2024.03.09 2027.02
1
Specification ' USP 46 Report date 2024.04.04
; ] P |
| TestItems | Specification Results Conclusion
[ . ; . Clear, colorless, volatile Conforms
| D i > > »
ék escription Clear, colorless, volatile, nonflammable liquid. gl ble liquid.
J - Slightly soluble in water. Miscible with Conforms
i Solubility _alcohol, with chloroform, and with ether. Confors
I
| Identification Identification by IR Conforms Canforms
[
| Refractive Index | 12745~1.2760 at 20° 1.2754 o
| Acidityor | ; Conforms
| Alkalgi ry . Meet the requirement Conforms
|
| Limit of Fluoride | NMT 2 pg/ml. 0.03pg/ml s
! Limitof Conforms
- Nonvolatile NMT 1.0 mg 0.3mg
* Residue
' Organie | Sevoflurane related compound A NMT 25 pg/g | Not detected Conforms
I Impurities | Any o_ther s@nlgle impurity NMT 100 pg/g T2ug/g
Total impurities NMT 300 ng/g 91 ng/g

. Water NMT 0.1% 0.1% i

Assay | CHsF,0: 99.97%~100.00% 99.99% ol

End of report .

i

Conclusion: It conforms to USP 46.

Reported by: ‘%\\ f’ rr Reviewed by: ﬂm'ﬁ?

L/C Number:ILC0077240001079

QC Manager: ]%‘

Date of Issue:240307

Add' SANXIA ROAD, ECONOMIC AND TECENOLOGICAL DEVELOPMENT ZONE, SHITIAZHUANG, HEBEL CHINA
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