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i’lzm’lif"l 1 Bupivacaine HClI spinal 0.5% heavy sterile solution 4 mL
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1. o Bupivacaine HCI spinal 0.5% heavy sterile solution 4 mL
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2.1 duny Wumsszaadnaaniis 1%31] Hyperbaric (8031845273190 UR UL UY 29T La WS
#BAMUAWIUHWYEI CSF Aannnin 1) uaz Dextrose monohydrate 8% & niuda lugunas

2.2 smlsznay  Usznaudiu@aen Bupivacaine HCI 5 mg/mL U395 4 mLA MTUSUITY

23 mMruusy  uIRlumrweiawiilnanndasie Type |

2.4 2870 - 7:14%6&1’1 FNUIZTNUM LT YUIZAINNLTI TunGa 1”u§umq WoinGe nansiou
307 uasdtnmnAvusheien vli”aamaﬁ'mwuumﬁgﬁm‘ﬂ

- uunmn"m‘yfﬁé'uﬁam arh\w:am\"aos:q%amu?a%amdmsﬁﬁ fudznavuas

TWIAANMULTIVILN LAUTIHES ’S'uz’?fvuawq"h”'&'mw

3. amaaieMnaka

3.1 Finish product specification M2

 amaw

1. YInudandey - 93.0 - 107.0% of the L.A. of Bupicacaine - 95.0 - 105.0% of the L.A. of Bupivacaine

hydrochloride hydrochloride
- 90.0 - 110.0% of the L.A. of Dextrose - 72.0 - 88.0 mg/mL of Glucose monohydrate
2. Identification /I AU
3. pH 40-6.5 40-6.0
4. 2,6-Dimethylaniline - NMT 800 ppm
5. 5-Hydroxymethylfurfural and - NMT 0.25
light absorbing impurities
6. Pyrogen or Bacterial endotoxins | NMT 1.8 USP Endotoxin Units per mg ATIIN

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 AT ATIEHIU
- 219 2 10 um s 6,000/
container
- U9 2 25 ym WiAw 600/
container
(R9%8)............) W ...................... Uszmuamienssums
(WnEn Ruuwrilawam)
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(1).(2)

3.1 Finish product specification ""* (fa)
9. Sterility ATITHIN AU
10. Volume in container / ATIINIU ATIININ
Extractable volume

(1,(2)

3.2 Drug substance specification : Bupivacaine hydrochloride

1. Pnmdendraty

98.5 - 101.5% of Bupivacaine HCL

(on the anhydrous basis)

98.5 - 101.0% of Bupivacaine HCL

(on the dried substance)

2. Identification A9 % ATIVU

3. Appearance of solution - Clear and colourless
4. pH 45-6.0 ATIINN

5. Water 4.0% - 6.0% -
6. Residue on ignition NMT 0.1% -
7. Heavy metals NMT 0.001% -
8. Limit of residual solvents The sum of the content of alcohol and the -

content of isopropyl alcohol : NMT 2%

9. Chromatographic purity ATV - Impurity B : NMT 0.5%
- Any other impurity : NMT 0.1%

- Total impurities : NMT 1.0%

10. 2,6-Dimethylaniline - NMT 100 ppm
11. Heavy metals - NMT 10 ppm
12. Loss on drying - 4.5 -6.0%

13. Sulfated ash - NMT 0.1%
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2. 1BNFITUTDINATF IR INANLT

24 nsdfguAalurzanalng Andadasdionmssuseunasgmmsnaaeemamaninusiuazisnsia
Tumsn@aen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taumiasnu PIC/S participating authorities
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3.1 HANIATIN AR UMK ArTTU enduogiuadnaa (Certification of analysis of Finished product)
'lumjuﬁduﬁum”’aazha

3.2 NaNINTI I NEHRINIWIaAUYa IR @YY (Certification of analysis of Drug substance) AlT1u
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1 = The United States Pharmacopeia 38
2 = British Pharmacopeia 2013
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5181130 2 Cisatracurium injection2mg/ mL, 5 mL
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1. 3o Cisatracurium injection 2 mg/ mL, 5 mL

2. amaniianaly
2.1 oy WumsszasUneanite dwsuda
2.2 sHudsenay Ussnaudlu@aen Cisatracurium besylate ﬁlam‘{arﬁl Cisatracurium 2 mg/mL
31185 5 mL/ 1 MpuzuTe
2.3 MTULYTT ussag'lumw:msgmﬁwmuﬁaﬂﬁﬂmm%a type |
24 28 - s:q%am FIUUTTNAUM TN YUITAINUTI TUNAR 1”u§uawq Wfnde wanadou
F3uen uazitmafAusnwien Harha%’mwuumsa;ﬁm‘vf
- uwuTRAwinde azhaﬁaﬂﬁaaxq%am%?a%amomsﬁw %Y TNALURZUWINA NS
YDILUNVTINER fuﬁvumqvlffmw
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3. AANLANIIINATA

3.1 Finish product specification"”

Testitem USP 38
1. YIwudadnnty 90.0 - 110.0% of the L.A. of Cisatracurium
2. ldentification AU
3.pH 30-38
4. Bacterial endotoxins NMT 8.17 USP Endotoxin units/mg of Cisatracurium besylate
5. Sterility tests ATITNIH
6. Benzyl alcohol content (ﬁ"]ﬁ) 90.0 - 110.0% of the L.A. of benzyl alcohol
7. Organic impurities - cis-Quaternary acid : NMT 4.3%
- {R)-Laudanosine : NMT 4.0%
- ¢cis-Quaternary alcohol : NMT 5.05%
- cis-Monoacrylate : NMT 2.5%
- Any individual unspecified degradation product : NMT 0.2%
- Total degradation products : NMT 14.4%
8. Extractable volume AU
(WNNR Aouwrfiowam)
e L
(aa%a)...&& .................................... nIzuNg (ao%‘a) ........................ él Q/W .......... nITuNIT
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3.2 Drug substance specification : Cisatracurium besylate“)

Test Item usP 38 ]

1. Pnudisnddy 97.0 - 102.0% of Cisatracurium besylate

(calculated on the anhydrous and solvent-free basis)

2. Identification ATIWIU
3. Residue on ignition NMT 0.1%
4.0rganic impurities - cis-Quaternary : NMT 0.2%

- (R)-N-Methyilaudanosine : 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-Monoquaternary 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. pH 50-6.5

8. Water NMT 5.0%
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NINWTBY finished product specification waz/%3a Drug substance specification IﬂﬂmaLLﬂwnau’JuﬂS:ﬂﬂﬂ
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3.1 Nan’mﬁm’al,ﬂﬂw'ﬂﬂmn’lwwamnm‘n mmmﬁﬂ'na\mwa@] (Certification of analysis of Finished product)
'l,umsuwam,ﬂumatm

3.2 NamsmamLﬂsv%ﬂmmwmnﬂwaammma"zu (Certification of analysis of Drug substance) ﬂl’ﬁ"lu
mswammsmauﬂumamommaawwammuawwwam@mu
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1 = General requirement UaILNFTAISUAINIY Finished product 3UWLLIEN Injections (Parenteral
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180719 3 Sevoflurane solution for inhalation 250 mL
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1. %am Sevoflurane solution for inhalation 250 mL

2. ansaatiang ly

2.1 uyy Wuansazansla Lifid dwmsugaaw (nhalation)

22 dmdsznay  Uesznaudludien Sevoflurane USunes 250 mL s 1 27@

23 mrwussy  usnlumausaaiin Yaaruus TﬂUnw’uu:usﬁ;m@Taommsnuauﬁusx@"mmaeﬁ’lm
mulumaususn vlaJﬁwﬁﬁﬁ%mﬁ'uﬁwm@uaau liidsadansanuan Marisnansa
@1'amﬁﬁ'um‘%‘aaﬁw"las:mﬂm%ﬁﬂgmuvléﬁ.ﬂmzuuﬁﬂ law'lidasldgunsaliadudanlu
mMadutine w‘w‘aﬂaaﬁumsﬂonszmmjaw'muaau
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3. amEaniGMInaia

3.1 Finish product specification"”

1. ﬂimtummmmy 99.97 - 100.00% of Sevoflurane 99.97 - 100.00% of Sevoflurane
2. Identification AU AU
3. Refractive index 1.2745 - 1.2760 #i 20°C 1.2745 - 1.2760 #i 20°C
4. Acidity or alkalinity ATIININ ATIININ
5. Water NMT 0.1% NMT 0.050%
6. Related compounds - Sevoflurane related compound A - Impurity A : NMT 25 ppm.
. NMT 25 ugig - Impurity B : NMT 100 ppm.
- Any other single impurity : NMT 100 pg/g | - Unspecified impurities : for each impurity,
- Total impurities : NMT 300 pg/g NMT 100 ppm.
- Total : NMT 300 ppm.
7. Limit of fluorides NMT 2 pg/mL NMT 2 yg/mL
8. Limit of nonvolatile residue NMT 1.0 mg/10 mL NMT 100 mg/L
(m%‘a).........?ﬁ.. ..... %2‘—’/‘ ........................ smunmenIsums
(Wwngan fouwidawmu)
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