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lohexol 300 mg/ml solution for injection, 50 ml

Fow1 lohexol 300 mg/ml solution for injection, 50 ml
2. auEntAnalY

1.1 E‘ULL‘U‘U

1.2 dudsenau  a1sazaty 1 ml
( Wiuwinusunad lodine 300 mg )

1.3 YUY
1.4 aa1n

Wuaisazatwusimanntela LWndnsdwvidesesuy e wsuan

Usgnauniu@ien lohexol 647 mg

UssgluMauruIsIUTIAN@eniiaugg, u1aussy 50 ml
- syyieen dnsenaudiendiAnguagainunse Junds Jufueny lauingn

waztawnziloussuenlisgadaauuuussyiue

- UUNTULUIII0E 1 TBERBITEYTRYIVITBVNINIIAN daulsenaudiendidity
WarAIULTY TUANDY UazlaviinGs

3. ruandAnIumaila

3.1 Finished product specification: lohexol injection ( USP 40 )

9@ | Test items Specifications
1 | Identification Meet the requirements
2 | Assay 95.0 - 105.0% of the labeled amount of iohexol
3 | Bacterial endotoxins Not more than 0.2 USP Endotoxin Unit per 50
mg of iodine
4 | pH 6877
5 | Particulate matter Meet the requirements
6 | Free iodide Not more than 0.02 % of iohexol
7 | Impurities
- Individual impurities - Not more than 0.6 % of O - alkylated
compounds
- Not more than 0.1 % of any other
individual impurity
- Total impurities - Not more than 0.3 % ( excluding O -
alkylated compounds )
8 | Sterility Meet the requirements
9 | Uniformity of dosage units Meet the requirements

(Wey. 131 g3lanm)
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3.2 Drug substance specification: lohexol ( USP 40 )
9@ | Test items Specifications
1 | Identification Meet the requirements
2 | Assay 98.0 - 102.0% of iohexol (on the
anhydrous basis)
3 | Heavy metals Not more than 20 ppm
4 | Limit of Free aromatic amine Not more than 0.05 %
5 | Limit of Free iodide Not more than 0.001 %
6 | Limit of 2-methoxyethanol Not more than 20 mcg/g
7 | Limit of 3-chloropropane-1,2-diol Not more than 0.0025 %
8 | Related compounds
- Any individual impurity Not more than 0.1 %
- O - alkylated compounds Not more than 0.6 %
- Total impurities excluding O - alkylated Not more than 0.3 %
compounds
RUBLNG)

- %@ Dissolution wag Uniformity of dosage units T UULBNASWARISI8ALLBUANANITHTIT
Aesend vnildudseaziBeaidusanlilulu CoA

- nedieensdeundanisiu (waive) msnsivaeuiinnzisienisle Tduuansenansvdng
Fnamilssueysiacne

- Drug substance specification #9131 NUTIATIEMUBENER drug substance wisludiasnzd
drug substance vosRAREdNSa3U adulpatunils Fdimsnnaiieneisunnidedidmun
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1.1, Tuddymstunsdeusniue Wun ve.2 .3 ve.d wse 8.2 udusnsd
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- psddugniidnnensussva vanets vie.a
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NEnSmuTiTunzde (finished product specification) wagdarivuaun e Lingau
(drug substance specification) nsdifiagszmiamaiAsundamdlofiufivzfouuuonaisns
waunlu(e.5) uawdeu finished product specification wag/%3e drug substance specification
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3.1. Nan1InTITRATIERRMN RGNS ueied1593UvesNER (certificate of analysis of finished
oroduct) Tugnjuidadusegrg

3.2. HaNINTIAATIEIRMNWTRgAUYBWEN@AY (certificate of analysis of drug substance)
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Qmé’nummamwmm
Desflurane 100 % solution 240 ml

1. "i'iam Desflurane 100 % solution 240 ml

2. AauvANIlY
2.1 guuuy Wuansazanela Liild 14laensaanu
22 duusenau  Usenaumesien Desflurane 100 %

23 murussy  UsIbumvuglaaiin Jesiuues , vunaussy 240 ml

2.4 28N seyloe dwusenausienddyuazaunss Tunin Tudueny lauiings

waztawnzilowsisuenlisgadaauuuussyiue

@

UUNPUZUTIYENDENTBYFBITE YR WTa YN 1INIA druusenaudienddy
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3. AauanvANIamAie

substance specification fisnsdsanundesnsuiientiu Falsannsideunadninauanenssunises

mamima%ﬁLﬂi’wﬁf}mmmﬂulﬂmu finished product specification wa¥ drug

& o v VY a v & v a a oA [ 9]
Lasen ﬂi%ﬂiﬁlﬂaqﬁfl'ﬁmqm VNULﬂa‘W]'ﬁUVﬂ?j@'N@QW@QL‘UuQU‘UWL‘V]fJ'ULV]']V?@IMZJﬂ'ﬂlJ']C‘ﬁﬁWULﬂa%
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( asUsznAlusgiaunwiui 10 iquisu 2556 )

3.1 Finished product specification: Desflurane 100 % solution (USP 37)

98 | Test items Specifications

1 | Identification Meet the requirements

2 | Assay 99.7 - 100.0% of the labeled amount of

desflurane

3 | Limit of Non-volatile residue Not more than 0.01%

4 | Limit of Antimony Not more than 3 mcg/g

5 | Limit of Fluoride Not more than 0.001%

............. L YA R v .7
(wey. 031 93lanm) (uw. Szwa auvaeleen) (nney. Finn AvSasudng)
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Y8 | Test items Specifications

6 | Related compounds
- lsoflurane Not more than 0.2%
- Dichlorofluoromethane Not more than 0.01%

- Desflurane related compound A | Not more than 0.1%

- Chloroform Not more than 0.006%
- Trichlorotrifluoroethane Not more than 0.001%
- Dichloromethane Not more than 0.001%
- Trichlorofluoromethane Not more than 0.001%
- Acetone Not more than 0.01%

3.2 Drug substance specification: Desflurane (USP 37)

Han15n5299As RN MEUlUA raw material specification

NUNELAR)

- 998 Dissolution wag Uniformity of dosage units TRLUUENENSLERIT B DUANANIINTIY
Aiasz mndildud seasBeaiduiealilulu coa

- nsdiieemsfouudnisiu (waive) Mansiaaeuiiaseisienisle Widuuansenasudngu
Fnamilasueyiade

~ Drug substance specification 151 nlUAAIEMUBNEKER drug substance w3BlulATIZY
drug substance wasangddazy edulnatiunis fdimsesniessiasuynvideiifiun

4. Jeulvdu
Qmuaswmﬁaa?}uﬁwmewmmaﬂa'ﬁ wiosameslateiuseaenaslaggiisue wandundii
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WEASousTRTiTuneIeu (finished product specification) wazdanmuUAAMATYBIINgAY

(drug substance specification) nsgiviagsgninanisasunuatudluisniuazssaiuuienaisnig

waufly (8.5) un¥au finished product specification wag/vse drug substance specification
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3.1, naN1INTIIATERunmEanfuriedSgUvesan (certificate of analysis of finished
product) lugguiidadudnens
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