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380150 1 Bupivacaine HCI spinal 0.5% heavy sterile solution 4 mL
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1. %am Bupivacaine HCI spinal 0.5% heavy sterile solution 4 mL

2. anvaNyena i
& 5 @ ' ' ' a
2.1 3uuy Wuasazanadnannis 1%31] Hyperbaric (80718432 R IR UARILUNY B ILT LB WET
AANMUAWILIUTEY CSF NININNTT 1) Uaz Dextrose monohydrate wasliiéin Preservative
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2.2 dwdsznay  Usznaudwdlun Bupivacaine HCI 5 mg/ml Waz Dextrose monohydrate 8%
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. o M
23 Mrususny  wInlunwusauiidnaanseasie Type |
4 Q' Av : =
2.4 287N - YO FIUUTNIUAILTFIRUITAMINUTI TunEa TUFHDY LaUNINER Wanzidou
#3Len uaz3snsiAusnsnen vlfmi'm‘ﬁ'mmuuumsqﬁ’mfﬁ
o o o . A A (% '
- UNLITIA WV ITI RN athslaadaIyTasmIatonaman damdsznauuaz
PUIAATINUTIVBL) LRUANES i‘uﬁumuﬂ’i”ﬁ'ﬂwu
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3.1 Finish product specification“)'(z)

anaNTRMImena g 1
1. WSnmdmdney e 930- 107;0% of the L.A. of Bupicacaine | e 95.0 - 105.0% of the L.A. of Bupivacaine
hydrochloride hydrochloride
e 93.0 - 107.0% of the L.A. of Dextrose e 720 - 88.0 mg/mL of Glucose monohydrate
2. Identification AW 729U
3. pH 40-6.5 40-6.0
4. 2,6-Dimethylaniline - NMT 800 ppm
5. 5-Hydroxymethyifurfural and - The maximum at 284 nm : NMT 0.25
light absorbing impurities
6. Bacterial endotoxins NMT 1.8 USP Endotoxin Units per mg AU

of Bupivacaine hydrochloride

7. Related substances - -The area of any secondary peak : NMT 0.5%
-The total area of any secondary peaks
NMT 1.0%

8. Particulate matter ATIWIU ATINIU

-2wa > 10 um Lsivfin 6,000/
container

<9919 2 25 um Laiin 600/

container
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3.1 Finish product specification (Gia)

9. Sterility ATIVHIU ATINN

10. Volume in container / A7 ATIY

Extractable volume

3.2 Drug substance specification : Bupivacaine hydrochloridem'(z’
AnANIRNININaTa USP 41 : ’ ,

1. ﬁ?mmﬁ"smﬁ'}ﬂ@ 98.5 - 101.5% of Bupivacaine HCI 98.5 - 101.0% of Bupivacaine HCI
(on the anhydrous basis) (on the dried substance) -

2. Identification AT AU

3. Appearance of solution - Clear and colourless

4. pH 45-6.0 ATINIU

5. Water 4.0% - 6.0% -

6. Residue on ignition NMT 0.1% -

7. Heavy metals NMT 0.001% 10 ppm

8. Limit of residual solvents The sum of the content of alcohol and the -
content of isopropyl alcohol : NMT 2%

9. Optical rotation - -0.10° to +0.10°

10. Chromatographic purity - Any other impurity : NMT 0.5% - Impurity B : NMT 0.5%
- Total impurity : NMT 2.0% - Unspecified impurities : NMT 0.1%

- Total impurities : NMT 1.0%

11. 2,6-Dimethylaniline - NMT 10 ppm

12. Loss on drying - 45-6.0%

13. Sulfated ash - NMT 0.1%
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578013 2 Cisatracurium injection2 mg/ mL, 5 mL

ﬂ'mﬂszn'mé’m’fﬂquaswmﬁ

1.8 Cisatracurium injection 2mg/ mL, 5 mL

2. amansianaly
2.1 yuluuy uasazanoUmeende dmivda
2.2 wuisznay Usznaudaueaen Cisatracurium besylate ﬁaugaﬁ’u Cisatracurium 2 mg/mL
30195 5 mL / 1 MIUsuTi
2.3 MIULVIN ussqlummu:ussgmﬁwmuﬁ’;ﬂﬁﬂmm%a type | Lta:msagﬁmwfﬂaoﬁuum
2.4 287N - szu‘"’f‘jam FuTnaUAI IEIAYUNZAIINLIY TUNEN fuﬁyumq Wwrfinda tnanzidow
diuen uaziEnsifiushwne Hadedauuuussyiueg
- unuTRAienda azmmfaﬂﬁaas:q%amﬁa%amomsfﬁ FINUTTNOUUATYWINA UL
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3. anaaniGmanana”

3.1 Finish product specificationm

Test Item ; ;
1. USundaendiniy 90.0 - 110.0% of the LA. of Cisatracurium
2. Identification ATINH
3. Benzy! alcohol content (61%) 90.0 - 110.0% of the L.A. of benzy! alcoho!
4. Organic impurities - cis-Quaternary acid : NMT 4.3%
- (R)y-Laudanosine : NMT 4.0%
- cis-Quaternary alcohol : NMT 5.0%
- cis-Monoacrylate : NMT 2.5%
- Any individual unspecified degradation product : NMT 0.2%
- Total degradation products : NMT 14.4%
5. pH 3.0-38
6. Bacterial endotoxins NMT 8.17 USP Endotoxin units/mg of Cisatracurium besylate
7. Sterility tests ATIVHIU
8. Extractable volume ATIVU
(m%a) ......... %ﬁﬂu&/ﬂ .......................... UTTFIuAIENITUNS
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3.2 Drug substance specification : Cisatracurium besylate"’

1. ﬂ‘s‘mm‘hmﬁ’mty 97.0 - 102.0% of Cisatracurium besylate

(calculated on the anhydrous and solvent-free basis)

2. ldentification AT
3. Residue on ignition NMT 0.1%
4.0rganic impurities - cis-Quaternary acid : NMT 0.2%

- (R)-N-Methyllaudanosine : NMT 0.2%

- (R)-Laudanosine : NMT 0.6%

- cis-Quaternary methy! ester : NMT 0.4%

- cis-Quaternary alcohol : NMT 0.5%

- R-trans-R'-trans-Atracurium : NMT 0.2%

- R-cis-R’-trans-Atracurim : NMT 0.8%

- trans-Monoquatemary compound : NMT 0.5%
- trans-Monoacrylate : NMT 0.5%

- cis-Monoquaternary compound : NMT 0.7%

- cis-cis-Triester analog : NMT 0.4%

- cis-Monoacrylate : NMT 1.0%

- Any individual unspecified impurity : NMT 0.1%
- Total impurities: NMT 3.0%

5. Limit of Methyl benzenesulfonate NMT 10 ppm
6. Specific rotation -60.0° to -54.0°
7. Water NMT 5.0%
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Desflurane solution for inhalation 240 mL
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1. Faan

2. ansansianaly
2.1 3tuuy
2.2 lsznay
2.3 MTUUITY

2.4 2870

Desflurane solution for inhalation 240 mL

lumsazansla Lid§ dmsugaaw (nhalation)
Usznaudlseaen Desflurane Y3115 240 mL da 1 174
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3. amdaniaMeImana

3.1 Finish product specification“’

Testitem

1. WSunudrndaty

99.7% - 100.0% of Desflurane @Iﬂilmu@ﬂl.lﬁ‘itl‘llu Finished product

specification
2. Identification ATIWU 739U
3. Acidity or alkalinity ATIHU ATIWU
4. Limit of nonvolatile residue NMT 0.01% Maximum 100 mg/L
5. Limit of fluoride NMT 0.001% Maximum 10 ppm
6. Limit of Antimony NMT 3 ug/g Maximum 3 ppm

7. Related compounds

- Dichlorofluoromethane : NMT 0.01%
- Trichlorofluoromethane : NMT 0.001%

- Impurity B : NMT 0.2%

- Impurity A : NMT 0.1%

- Impurities C, D, G : for each impurity
- NMT 0.01%

- Desflurane related compound A

: NMT 0.10%

- Trichlorotriftuoroethane : NMT 0.001%
- Dichloromethane : NMT 0.001%

- isoflurane : NMT 0.20%

- Chloroform : NMT 0.006%

- Acetone : NMT 0.010%

- Impurities E, H : for each impurity

- NMT 0.01%

- Impurity F : NMT 0.002%

- Unspecified impurities : for each impurity,
NMT 0.005%

- Sum of impurities other than A,B,C,D,E,F,G
and H : NMT 0.01%
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57957 4 Sulfinpyrazone 100 mg tablet
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3. AENLANIINARA

3.1 Finish product specification

Sulfinpyrazone 100 mg tablet

iWuende dwsusudsenu

dsznaudiedien Sulfinpyrazone 100 mg 1w 1 1l

vnluursagiiiluavans w3a blister pack Jaaiin (EATERET T ETREL IR

o : Y o & v a o & d a
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(M2)

1. Uiy

93.0 - 107.0% of the L.A. of Sulfinpyrazone .

92.5 - 107.5% of the L.A of Sulfinpyrazone

2. Identification ATIIU AU

3. Dissolution usamsazangliipeni 75%(Q) of the LA. | usmamaazanelaissand 75%(Q) of the LA.
of Sulfinpyrazone melu 45 wdl of Sulfinpyrazone molu 45 wfi

4. Uniformity of dosage Units | @323 % ATIWIN

o

. Related substances

- Impurity A, B : for each impurity, NMT 5%
- any other secondary spot : NMT 0.2%

3.2 Drug substance specification : Sulfinpyrazone

{1.(2)

-ATnudandngy

98.5 - 101.5% of the L.A. of Sulfinpyrazone

99.0 - 101.0% of the L.A of Sulfinpyrazone

(dried substance)

2. |dentification

ATIINU

AT

3. Residue on ignition

NMT 0.1%

4. Related substance

- Total impurity : NMT 2.0%

- Impurity A,B : for each impurity, NMT 1.0%
- Impurity C : NMT 0.2%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Total : NMT 2.0%
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3.2 Drug substance specification : Sulfinpyrazone""‘z’ (Gia)

5. Heavy metals NMT 10 ppm NMT 10 ppm
6. Loss on drying NMT 0.5% NMT 0.5%
7. Sulfated ash - NMT 0.1%
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