1 e o ;
Product Name Sevoflurane || pu -nﬂ,gpﬁjt Number CPO31-C031240801
wu | e Ao
Batch No. C031240801 ~—t—=Batch Quantity 3600.0kg
Mfg. Date 2024.07.14 Exp. Date 2027.06
Specification USP 47 Report Date 2024.08.15
Test Items Specification Results Conclusion
" i K Clear, colorless, volatile,
Description | Clear, colorless, volatile, nonflammable liquid. fammable liguid. Conforms
. : ; - Slightly soluble in water.
il | a0 e NERERR WID Miscible with alcohol, with | Conforms
aleohol, with chioroform, and with ether | chloroform, and with ether
Identification | ldentification by IR Meet the requirement Conforms
Refiactive || 394512760 a1 20° 12754 Conforms
Index
Acidiyor | The aqueous layer requires NMT 0.10 mL of | 0.02mL of O.OION
el 0.010 W sodivm hydroxkde or NMT 0,60 mL of | hyvdrochloric acid for Conforms
Alkalinity | o.010N hydrochloric acid for neutralization. | poiralization. |
|
Limit of |
NMT 2 pg/mL 0.02ug/mL Conforms
Fluoride .
Limit of
Monvolatile WMT 1.0 mg 0.2mg I Conforms
Residue .
. Sevoflurane related compound A NMT 25 pgig | Not detected |
Crganic : : S il
lLissigities Any other single impurity NMT 100 pg/g [uR'g Conforms
PR | Total impurities NMT 300 pg/g 14pglg
Water NMT 0.1% 0.06%0 Conforms
Assay CyHF70: 99,9751 00.00%: 09.999% Conforms
End Of Report
b

Conelusion: It conforms to USP 47.
Reported by: %1] 1\ Reviewed by: _ﬂ'}ﬁ_ QC Manager: Mﬁ

Add: SANKLA ROAD, MIC AND TECHNOLOGICAL DEVELOPMENT FONE, SHITAZHUANG, HERELI CHINA
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CE F ANALYSIS
- -
Product Name Ecmﬂm-aﬁz\ e e @w Number CP031-C031241103
l'\._‘-' e _'_‘..r"
Batch No. C031241103 Batch Quantity 3615.0kg
Mig. Dale 2024.09.11 Exp. Date 2027.08
Specification USP 47 Report Date 2024.11.30
Test Items Specification I Results Conclusion
Description | Clear, colorless, volatile, nonflammable liquid. ng m]:.-;::,, ﬁ;f:il::iie. Conforms
: . P . Slightly soluble in water.
Solubility Slightly soluble in water, HLEI:I.‘D.le with Miscible with alcohol, with | Cond
alcohol, with chioroform, and with ether, ‘.‘hlﬂ]‘ﬂfﬂl‘l‘l‘[‘l, and with ether.
Identification | Identification by IR Meszt the requirement Conforms
Refactive | | 274512760 at 20° 1.2754 Conforms
Index
Acidity or | The aqueous layer requires NMT 0.10 mL of 0.05mL of 0.010 N
Sl 0.010 N sodium hydroxide ar NMT 0.60 mL of | hydrochlorc acid for Conforms
Alkalinity | 4,010 N hydrochloric acid for neutralization. | peyeralization.
Limit of
0,03
Fluoride MMT 2 pg'ml pg/mL Conforms
Limit of
Monvolatile NMT 1.0 mg 0. 2me Conforms
Residue
" Sevoflurane related compound A NMT 25 ugg | ot detected
o B = Any other single impurity NMT 100 pg/g Jug Conforms
e Total impurities NMT 300 ug/g 2pgg
Water NMT 0.1% 0.05% Conforms
Assay CH;F10: 99.97%~100.00% 99 998% Conforms
End Of Repart

Conclusion: 1t conforms 10 USP 47.

Reported by: -ﬁ'n'

ot

Reviewed by:

QC Manager: _)%%

Add: SANXLA ROAD, ECONOMIC AND TECHNOLOGICAL DEVELOPMENT ZONE, SHINAZHUANG, HEBE[ CHINA




HEBEI YIPIN PH&RMA CAL CO.,LTD.
f:ERru{lEATEﬁ«ﬂaH IS

Product Name Sevoflurane 1" o epamrjﬁmher CP0O31-C031240605
‘~._ IR
Bateh No. C031240605 o _Batﬁ'{/}mnm}r 3600.0kg
I
Mfg. Date | 2024.06.10 Exp. Date 2027.05
Specification USSP 47 Report Date 2025.07.21
Test ltems Specification Results Conclusion
=il ! e i Clear, colorfess, volatile,
Description | Clear, colorless, volatile, nonflammable liquid. gy bl Hiuid. Conforms
N Slightly soluble in water. Miscible with SREUEY FOiTie In e
Solubility m“': .:: % :h : 5 :“ = Miscible with aleahol, with | Conforms
k] . Wi & roloTm, and Wit cther. ﬂﬂﬂl’ﬂfﬂlﬂl. N:Id '!"ll'i“l :ﬂ\ﬂ:. |
ldenuification | Identification by IR Moeet the requiretnent Conforms
Refractive
ey 27 2 ;
Ind 1 512760 a1 20* 1.2753 Conforms
Acidity or The aqueous layer [Eq'uL-rﬂ NMT 010 mL of 0.04mL of 0.010 N
Alkalin 0,010 N sodium hydroxdde or NMT 0.60 mL of | hydrochloric acid for Conforms
MY | 0.010 N hydrochloric acid for neutralization. | porarion
bmitef | oMT 2
Fluccde | pg'mL 0.02pg'mL Conforms
Limit of
Nonvolatile | NMT 1.0 mg 0.2mg Conforms
Fesidue . |
T — Sevoflurane related compound A NMT 25 up/g | Not detected
- H_;t.!;'tiiﬂ Any other single impurity NMT 100 pg'g 18upe Conforms
e | Total impurities NMT 300 pg/g 50ug/g '
Water WMT 0.1% 0L.05% Conforms
| Assay CyHsF50: 99 97%6~100,00% 59 9905% Conforms
] End Of Report

Conclusion: It conforms to USF 47,

Reported by: m Reviewed by: *E"H"rr QC Manager: éﬁ\

Add: EARNXIA ROAD, ECONOMIC AND TECHNOLOGICAL DEVELOPMENT ZOME, SHIATHUANG, HEBET CHINA,
yRAA TH
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Hebei Yipin

CERTIFI{
Product Name : Sevoflurane CP031-C031240801
I
Bawch No. | CO31240801 3600.0kg
Mig. date i 2024.07.14 2027.06
B
Specification | USP 46 2024.08.15
Test Items l Specification Resulis Conclusion
Description | Clear, colorless, valatile, nonflammable liquid. 5;““' "'“l'“"'“:“’;j ":.ll;'fi"" ‘f"“ﬁ"”"
i Slightly saluble in water. Miscible with Conforms
Solubility | 4yechol, with chiorofiorm, and with ether Conlis B
Identification | [dentification by IR Cenforms Conlm
Refractive Index | 1274512760 at 207 1.2754 Conforms
Acidity ar ; Conforms
| Alkalinity Mect the requirement Conforms
| Limit of Fluoride | NMT 2 ygimL. 0.02p/mi Conforms
Limit of T Canforms
| Monwolatile HMT 1.0 mg 02mg
Residue )
a3 Sevoflurane relsted compound A NMT 25 pg/g | Not detected Conforms
; "5".‘:’.’“ Any cther single impurity NMT 100 ug/g dpglg
| mEPMEHES Toral impurities NMT 300 pgig Mg
Waser NMT 0.1% 0.06% Conforms
| Asmy CuH,F10: 99.97%-100.00% 59.995% Conforms
!— End of repon |
Conelusion: It conforms to USP 46.
Reported by: %,1[!" 'T Reviewed by: M QC Manager: é&~,
L/C Mumber:MIG2324000257 Date of [ssue: 240823

Add FANNLA ROAD, ECONOMIC AND TECHNOLOGHICAL DEVELOPSIENT JOME, SHUNATH AN, HEBEL CHIMa




|
Product Name | CPO31-C031240704
Batch MNa. CO31240704 3600.0kg
Mfg. date 2024.07.07 2027.06
Specification LISP 46 2024.07.20
3
Test liems Specification Results Concluslon
Descriptiom Clear, colorless, valatile, nonflammabile liguid. Mﬂ“&ﬁﬁi:&:ﬁl; Conforms
s Blightly soluble in water. Miscible with Conforms
| Solubilit alcabol, with ch and with ether. Conforms
ldemification | ldemvification by IR Conforms Contiamy
Refractive Index | 1.2745~1.2760 at 20° 1.2753 Conforms
":L;:::p'.m he=t the requirement Conforms Conforms
| Limit of Fluoride | NMT 2 pg/mL 0.03ug/m] Cramen
I Limit of Canfarms
| Manvolatile WMT 1.0mg 0.2mg
| Residue
Organie Sevoflurane related compound A NMT 25 ug'y | Mot detected Conforms
Iioarites Any other single impurity NMT 100 ug'g Sug'e
P Total impurities NMT 300 pg/z l4ug/g
I Water NMT 0.1% 0.04% Contbrms
| Assay CuHFrO: 99.97%~100.00% §5.995% Confrrms
| End of repor

Conclusion: It conforms to USP 46.

Reported by: 5| i‘T
L'C Number-MI62324000297

Reviewed by: M

Diate of Issue: 240823

QC Manager: -&&

Agd: SARNKIA ROAD, BEOHNOMIC AND TECHNOLOGICAL DEVELOFMENT 20ME, SHUIAZHUANG, HEEEL CHINA
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Hebei Yi Co., Ltd
CERTI] YSIS
Product Mame Sevoflurane 1#:' ber CP0O31-C0312407035
Batch No. COA2A0T08 quantity 3600.0kg
Mig. date 2024.07.11 Exp. date 2027.06
Specification LSP 46 Report date 2024 .08.07
| Test liems Specification Resulis I Canclusion |
L P Clear, colorless, wolatile, Cenforms
Description Clear, colorless, volale, nn-nﬂ_mmthk Thquid, nonflammable liquid,
= Slightly soluble in water. Miseible with Conforms
Solubility | Jyechol, with chloroform, and vith eiher. Conforms
Identification | [dentification by IR ! Conforms Condorms
| Refractive Index | 1.2745-1.2760 a1 20° 12754 Conforms
Acidityor | - Conforms
i Alkalini Mt thee reguinement Conforms
| Limit of Fluoride | NMT 2 ug/mL | 0.03ug/mi G
Limit of Conforms
Nonwolatile MNMT 1.0 mg 0.3mg
Besidue
Ovganic Sevoflurane related compound A NMT 25 pg/g | Not detected Conforma
1 Hes Any u_ﬂtr :_l:'l_.g,h impurity NMT 100 ppis Jug'g
o Total impurities MMT 300 up'p 28uee
Water NMT 0.1% 0.05% Comloms
Assay CuHyFr0: 99.97%~100.00% 99.997% Conforms
End of repont

Conclugion: It conforms to USP 44,

Reported by: _,B;H

4

L/C Number:MI162324000297

Reviewed by: AHARY

Date of lssue:240823
Adg SANIIA ROAD ECOMOMIC AND TECHNOLOHCAL DEVELOPFMENT JONE, SHLMTATHLUAND, HEBE], CHINA

QC Manager: M



Hebei YipinShiatnidé&itical Co., Ltd.

Y SIS
Product name Report No CPOBT-CORT21070M
Batch No. i Batch quantity 1802.60kg
Mfg. date 2021.07.20 Exp. date 2026.06
Specification LsP41 Report date 20210810
Test Hems Specification Resulis Conchmion
Identification Identification by IR Conforms Conforms
Acidity or Alkalinity  Meet the requirement Conforms Conforms
Chiloride Hot more than 10ppm Conforms Conlorms
Limit of Fluoride Mot more than § pg/ml 0.01 pg'ml Conforms
Lirit of Noovolatile
Resitns Mot more than 2.0 mg DS mg Conforms
Refractive Index [.2900-1.3005 Cat20°C) 1.2995 Conforms
Water Mot more than 0. 10% 0.02% Conforing
Dichloroisoflurane MMT 0,003%, Mot detected,
lsoflurane isomer NMT 0.003%, 0.002%,
Tsoflurane related compound A NMT 0.01%, 0001 %%,
- i Isoflurane related compound B NBT 000734, 0001 %%
Organic Impurities o) o flurans NMT 0.003%, Notdetcied,  onionms
Acetone N Q0008 %, v 0003 %,
Any individual unspecified impurity NMT 0.003%,  0.0005%,
Total impurities NMT 0.1% 0.01%
s M, N-dimethylformamide WMT 0.088%, Mot detected,
Roshdual solvent o i hipyrrolidone NMT 0.053% Notdeigoiol, ~ COHonms
Assay CyHCIF0:99.9%~~ 1 00.0% 99.99% Conforms
End of Report

Conclusion: It conforms i USP 41,

Reported by: 7

LA MumberMIGEYE] 198
Ak RANNA ROAD, BOONOMET AMD TECHNOLOGFICAL DEYELOPMENT SONEL STIHLAZHURASD, 10E0E], CI0HA

Reviewed by: 723!
Diae ol lesiie:2 11214

QC Manager: éf‘%‘




Hebei Yip 1 Co., Litd.

Prodyicd name CPrOBT-COBT210705
Batch Mo. 1802.60kg
Mfg. date 212606

Specification 2021.08.21

Test Ttems Specification Resulis Coneleslon

Identificatbon Identification by IR Conforms Conforms

Acidity or Alkalinity  Meet the requirement Conforms Conforma
Chileride Mot more than 10ppm Conforms Canforms
Limit of Fluorids Mot mare than § pgfml 0,01 pgimi Conforms
Limit of Monvolatile
i S Mot more than 2.0 mg 09 mg i
Refmative Index 1. 29901 3005 Cat 2070 ) 1,2995% Canforms
Wader Mot more than 0. 10%% 0.07% Caoniforms
Dichloroisoflurane NMT 0.003%, Mot detected,
lsoflurane isomer HMT 0.003%, 0.0001%,
Isoflurane related compound A NMT 0.01%, 0.001%,
i s Isoflurane related compound B NMT 0.007%. 0.0003%:
Organic Impurities Chloroisof] NMT 0.003%, Mot d i Conforms
Acedone MMT 0.008%, 000256,
Any individual unspecified impurity NMT 0.003%,  0.0004%,
Total impurities WMT 0.1% 0.01%
. M H-dimethylformamide NMT 0.088%, Mot detecied,
Residualsolvent ) ol vvvslidons NMT D.0S3% Notdolecied,  Co0iorms
Assay CyHLCIF0:99.9%—~ 100.0% 99.59% Conforms
End of Repornt

Conclusion; [t conforms to LISM41,

Reported by: ﬁﬁ{'

LAC Mumber-M16232 ] 000498
Akl EAMKIA ROAD, BOONOMIC ARD TECHNOLOGICAL BEYELOPMENT ZOMNE, SENNACTUARG, TR, CHiHa

Reviewed by: Fp3f

Diate of 1ssue:2 11214

QC Manager: Mﬁ
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