Qo Qs - d Qs
s'maxsﬁ Elﬁ?}ﬂ&ﬁﬂﬂﬂt:tﬂﬂ'ltll%ﬂﬁ’lﬂ Lﬂﬂﬂ’l‘iﬂ"ﬁ%ﬁ%ﬂ L’J‘Iiﬂﬂl»‘l’fﬁl’l
1aaNn A25/ 2558

3789M15N 1 Octreotide 0.1 mg/mL Injection
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Bomn Octreotide 0.1 mg/mL Injection
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1. uwasazasunaanide la Lidd dmsude

2. isznaudis@lsn Octreotide 0.1 mg luSuas 1 mL
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MIATAMAN BOATIANIEVBIE)

1. PSnmdendery’ 90.0 - 110.0% of the L.A. of Octreotide

2. Identification mmmumusquu Finished product specification
3. pH 39-45

4. Particulate matter A3HU

- ARNIATWIA 2 10 pm 1uifin 6,000 aumA

- 2UMATWIA > 25 pm Laitin 600 auma

5. Bacterial endotoxins NMT 100.0 EU/mg

8. Sterility ATIVHU

7. Degradation products m’Ji}B\i'\ummzlﬂu Finished product specification
8. Volume in container ATIVHU

nABLNG NMT = Not more than
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substance specification
2. 1lNANTTUIBINNIFIUNTHAALN
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nanmm‘miﬁnﬁnﬁlun'ﬁwﬁmmmaaﬂszme«awam %30 Certificate of pharmaceutical products
3. ahl,mmwmmanmsqmé’nwmmaomﬁmuaﬂm
3.1 Namsmnﬁmﬁzﬁqmmwwﬁmﬁwfmaa;‘dl"wam (Certification of analysis) 'lum@'u‘ﬁ'zial,ﬂuﬁaamﬂu
mstauamumncjwﬁw?amnwmumu’é‘uﬁ'nszmwmmsmqm%’maa
3.2 mamsanviinnzinumwingdy (Raw material) vasmmnaanildlunsuiam vﬁmaqrjwﬁmm
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- Specific optical rotation : -63.0° to 57.0° (at 589 nm )
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7. W@nasiug
7.1 SUWUFAINANIANBIAINAIAIVBILN (Stability data)
7.1.1 lunsdidunadougnanannnii 2 § sxdasfidnunindnonanisdnm Long term stability aafisu
Wadulunsdoumanuans
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7.2 maummﬂummmn 'lv\u.amvmnmumse«nmmmaun’luuuw (Clinical trial) Hadse@nSniwnisinen
uawuamomﬂwaammm:aua'l’nvl‘lmumsmumt.uﬂua'mmummﬂmznssumsmmmazmmaoﬂsxmﬁ'lwﬂ
lasnamsfnmdasfilszaninwmsinun lidasnieduuuy waelasunsaRuiinounslunsamaunnss

A a v
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nangwa 971989970
1 = General requirement V2 ILNFTAIUFINT Finished product gﬂu;uu Injections
(Parenteral preparations)
2 = st uequanyBsaNINguEIiang dminuInnINIIm SR NITNTNITIING,
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318NN 2 Pantoprazole sodium 40 mg sterile powder for injectio}\

muﬂszmﬁ%‘awﬁ'ﬂquaﬂﬁmﬁ

Houn Pantoprazole sodium 40 mg sterile powder for injection

angnian
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1. Lﬂ%Nx‘lﬂ'll]ﬂﬁ’ﬂ]'ml'ﬁﬂ FIATVAA
1% 1 Vial Usznaudaseaen Pantoprazole sodium ﬁa&ly‘anvu Pantoprazole 40 mg
a & [ k1 s
ussaﬂum’au:ussgmmﬂﬂﬁmnnia LLa:ussqnmm'ﬂmnuuaa
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amautiamonana’ (W Official luundwdniunsuas USP 35, BP 2013 deamenssuntsy 1dlunissarh

Qmé’nummm:m 2I8)

1. YSmaaendagy 90.0 — 110.0% L.A.of Pantoprazole
2. Identification m’mmumuﬁiquu Finished product specification
3. pH m’aﬁ)mumuﬁlssq'lu Finished product specification
4. Water content ﬁsnmumu'ﬁi:qlu Finished product specification
5. Sterility test ATIINTI
6. Bacterial endotoxins m’mvi'mmuﬁizq‘lu Finished product specification
7. Particulate matter ATITHIU

- ARMATWIA = 10 pm aitAin 6,000 aunn

- aMATWIR > 25 pm 'liifin 600 ayma
8. Uniformity of mass ATITHY
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naanmauRtunzowld (finished product specification) nytifiagsznivnafoustaudluiads
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2. 1A TIUTAINNTFIUM AL
21 psdnenuaa lssnalng HradaslliunmwaeniIFasUsaSINasTIUNIHR AENAURA NN
“iﬁmsﬁﬁlumsmﬁmmmaansxmaammsmqm (GMP %38 GMP/PICs) lumanailiauains
2.2 nsd@fuduaningrondrssana ArAadadduumwiineniifesusesnasgiunaniamau
wta”mnmfrf"j%msﬁ'ﬁ'lummﬁmmmaoﬂszmﬂ;‘{wﬁm W30 Certificate of pharmaceutical products
3. FUWIMWENELENI I AN I T I EUETIAN
3.1 Namsm‘m%mﬂ:ﬁqmmwwﬁmﬁ'mfrfmaa;gwﬁm (Certification of analysis) 'lumgfuﬁ‘duﬂud’aazm'lums
Lauamumnpjwﬁmm‘m%‘av\mmwuﬁuﬁ'm:nswmmsmqﬁmm
3.2 mamIenvdiansianwingdy (Raw material) vasdmadnilslunsndan nﬁmaag{wﬁmmua:

v a

ArAndagAuiiduwiundmny ussduimdeanumalatnifas uasienmsiuses) daIUaAINTIAII9 Pantoprazole

. o X23
sodium a3%

qusifnaInaia

‘USSP 35

BP 2013 - -

1. UTnmdaendary

98.0 - 102.0% of Pantoprazole sodium

(Calculated on the anhydrous basis)

99.0 - 101.0% of Pantoprazole sodium

(anhydrous substance)

2. Identification ATIVHIU ATIWU
3. Appearance of - AT
solution
4. Optical rotation - 04° 10 +0.4°
(Dissolve 0.2 g in 10 ml of water R)
5. Water 5.0 - 8.0% 59-6.9%
6. Heavy metals NMT 0.002% NMT 20 ppm
7. Related compound | @S79HIBATA test 1 K30 test 2 - impurity A : NMT 0.2% '
Test 1 - sum of impurity D U8z F : NMT 0.2%

- Pantoprazole related compound A : NMT 0.20%
- Pantoprazole related compound B ; NMT 0.15%
- Any other individual impurity : NMT 0.10%

- Total impurities : NMT 0.5%

Test 2 (Recommended when impurities C,D,E
and F are potential related compounds)

- Related compound A : NMT 0.20%

- Related compound B : NMT 0.15%

- Related compound C : NMT 0.10%

- Related compound D and F : NMT 0.20%

- Related compound E : NMT 0.10%

- Any other individual impurity : NMT 0.10%

- Total impurities : NMT 0.5%

- impurity B, C, E : for each impurity, NMT 0.1%
- unspecified impurities : for each impurity,

NMT 0.1%

- total : NMT 0.5%
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7. LanENTEu
7.1 SN WFAINANIANIIANUAIAIVDILN (Stability data)
7.1.1 lunsdidunzadonsuuinnnii 2 9 axdasfidumnnmenonanisdnmn Long term stability eufigu
wudnlunadoneauaas
7.1.2 lunsdifunzidousnantannii 2 9 sxdasfidmnmwingaansdnmanunsdavasmanuitu
wadnlunafougauaas Lm:'l@ﬁ'umsaamu%‘usamanmsmn;jﬁa’ﬁmwam?ﬁ'w
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nangwea 87989970
1 = General requirement VaILNFTASUEATU Finished product 3UUUY Injections

2 = The United States Pharmacopoeia 35

3 = British Pharmacopoeia 2013
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