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578n19N 7 Essential trace elements solution Injection, 10 mL

muﬂszmﬁé‘avﬁ’ﬂqnaswmﬁ

1. %El&l’l

2. ansaaan-
21 gﬂu,uu

2.2 gaudsznay

Ferrous 20 ymole, Zn 100 pmole, Chromium 0.2 ymole, Copper 20 pmole, Fluoride 50

Essential trace elements solution Injection, 10 mL

& ° Qv v A o
ugrvazan Uﬂi’\ﬂ‘ﬂ’\ﬂlﬂﬁﬂlﬁ mmu‘lﬁmmaamaaﬂm

L% s o et e A’ . .
Tusnsazane 10 mL deznauaisessnday @34 lodine 1 umole, Selenium 0.4 ymole,

pmole, Manganese 5 umole sz Molybdenum 0.2 pmole

2.3 MTUZUIN
2.4 aan

a X
vInglumrusana@ndsaaniiesia 10 mL /1 MTUUIT
- sEyFern Sl TnauM e ARLAzAALTI TUNAA TuFueNE 1apTiINdn uaziay

nzidoudsuen LLaﬁ"EmSLﬁU{nmmvl’fa:i'\o%'mamuumsgﬁ‘mﬁ

- UWMTULVTIAEN amaﬁanﬁaaszq%am #IATANWNNITAN FIULTTNBLLAZUNAAI NN

AMUKTIVEILT LRVNHER i‘uﬁumq‘l’f‘ﬁ'@mu

3. AENUANINARA

3.1 Finish product specificationm

1. USuadapdgagy
- lodine
- Selenium
- fron
- Zinc
- Chromium
- Copper
- Fluoride
- Manganese

- Molybdenum

|
90.0 — 110.0% of the L.A. of lodine |
90.0 — 110.0% of the L.A. of Selenium
90.0 — 110.0% of the L.A. of Fe
90.0 — 110.0% of the L.A. of Zn
90.0 — 110.0% of the L.A. of Chromium
90.0 — 110.0% of the L.A. of Copper
90.0 — 110.0% of the L.A. of Fluoride
90.0 — 110.0% of the L.A. of Manganese
90.0 - 110.0% of the L.A. of Molybdenum

2. Identification

mi’sﬁlmumuﬁszq‘lu Finished product specification

3. Particulate matter (Particulate contamination)
- aRMATWIA 2 10 pm siifin 6,000 aynn/container
- BUMIATIIA 2 25 pm laifiv 600 ewMP/container

G\i’mmuﬂ’mﬁi:ﬂ% Finished product specification

4. Sterility mi’mmumwﬁ'izﬂu Finished product specification
5. Bacterial endotoxins Gl‘smmu@’mﬁi:qlu Finished product specification
6. pH msmw’wumuﬁsxq’lu Finished product specification
7. Volume in container mmmumuﬁ‘i:q‘lu Finished product specification

(wiedpdh yasn)

(WENINET M iai)
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UREINR®
1.1 'luﬁm":ymiifumtﬁﬂuﬁﬁum (N8.2 N8.3 N4 LAIWANTOR)
1.1.1 luns@ndunfindaludszinalng nuneds ne.2
11.2 ‘Lunszﬁﬁl,ﬁummL’:T'n,ﬁammﬂqmsq wuNBds N3
1.1.3 luns@fdushudhanensdssing vanefls ne.4
12 Tudnuatunudouen no.1/u.1 vasenfieuemon winumuanduan T emImuNg MNTaINI AN B
aufidunsifon (finished product  specification) uazTarinnuAALNINBIIAYAL (drug  substance
specification) nstﬁﬁag‘jswdnmnﬂﬁ':muﬂaoun’"[mw‘w‘h@u HBILULLBNTTTUWMWENENTVOULT M (8.5)
UNWSaN finished product specification Laz/®n3e Drug substance specification lagwaunlansuiudszne
dszmenadianniafing uazlaiiiu 2 9 o Sudsemedsznienandidnnsaiing
2. 1lANAIIVIAINATZTIRATHAR
21 nsdifenuaninsznalng ;jfwﬁmﬁaqﬁmnmﬁmaammgmmm5@mmwé’nmmwi‘uaz%’ﬁ‘msﬁﬁlu
NMIWAABN PIC/S (Pharmaceutical Inspection Co-operation Scheme) laswinsnu PIC/S participating authorities
w38 ﬁmnmﬁusaammgmmw§<ﬂmmwé’nmm@ﬁua:‘iﬁmsﬁﬁlumwEmmmaoﬁwﬁfmmﬂm:nssums
DIMITURZEN NIENTNMTVIAGY Farwuaiulasianugeansasussriafisutunaninueniuaz3ansiain
mudann PIC/S lunuiaznfiguane agudgaauseuniaseulasiinaniusastiviulsene
Uszmanandidnnsaiing
2.2 nsdfdingringrainevlssne Andadaslianmeivsennaspunaniamaamsninuaiua:
SEmsieuNTINEALN GMP Wia GMP/PICS (Pharmaceutical Inspection Co-operation Science) lagwitu
PIC/S participating authorities a17L&"§® ausaunIaTIsaLlasnamITuTast IulszmadszniaTan
alinnveding wiaoyasaadn ududnid
3. l.anmsqmmwwaamﬁmuaﬂm (Fuwianane)
3.1 mamIaTR e TERR mWHAAA TiNEITa3LVB AR (Certification of analysis of Finished product) 1
ms;uﬁdal,ﬁmﬁarjw
3.2 HaMIATRIATIERINWIaRAUYaIRaEndNeTY (Certification of analysis of Drug substance) Alglu
mswﬁmméuﬁdmﬂuvﬁarhaﬁ’wao;jwﬁ@\ml,t,azpjwﬁmi'mqﬁu
3.3 lanaIwianangmiuiunnuswuiiEnihsiunninsasianduresfiend ity (Drug substance)
49 3.2 ﬁ‘ujumswﬁwamﬁmﬁ‘m@ﬁmmﬁagﬂ (Finished product) 18 3.1
3.4 lunsdidunzdougnamnnii 2 3 sxdasiiduumnnwanunanneinen Long term stability enafifis
wndulunsidousnanusas Ltaxvl,d’%'unﬁsmu'm{maoLanmsmng}"ﬁéﬂmwam?ﬁ'ﬂ
3.5 lunsditunsidousnantaond 2 1 axdasddiunmuwanonansansianuasiaesnmaiam
s lunsdouenanuaas LLa:VLGTi‘umsmmu%“usmLanmsmmjﬁéwmwam‘%ﬁﬂ
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5. msﬂszﬁ'uﬂmmwmﬁdauau (waasandIINIIulIENW)
5.1 mﬁ'dwauei"aoﬁmq'lﬁ"l@“l,ajﬁamn’h 1 0 duaniussvay
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6. fiamanan (due) usanlisnidndygrnenasuiue aoi
6.1 mrﬁwamifg’mi’a%fimﬁzﬁmﬁmnnmﬁwmmam‘mmwnzﬂmﬂuvlﬂmummgmﬁaﬁwu@
6.2 NITNRANTUHN m‘nﬁ@ﬁgnf‘?‘ﬂnl.ﬁuﬁumnﬁ asanalasdinnuannTTIMIMIMazEN Iusmaad
fygnazdaszuny
6.3 nitﬁwuﬂvtqummwmnwﬁﬂﬁmwi‘ﬁmadwa@iaﬂszﬁwﬁwaLLazmmﬂaa@ﬁ'mia;Eﬂ'aUﬁ'l.@ﬁ'um
7. m'nzm‘zims'uaamuﬁ‘nE"Lii%'uﬁmsmwﬁmﬁmeﬁmﬁﬁﬂs:i’agnL'%'smLﬁuﬁuimﬂﬁ'}ﬁfmmﬂmznswms
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RANBIAG  8198997N
1 = General requirement VaILNETAITUFINIL Finished product 31U Injections

(Parenteral preparations)
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3180191 8 Octreotide 0.1 mg/mL Injection

MulsznaIntn auanysIii

1. Basn Octreotide 0.1 mg/mL Injection

2. aasiana ly

2.1 3uuyy WussaznoUnannds 1a Lids dnIuda

22 dwdsznay dsznaudiseaen Octreotide ('Lugﬂ peptide 8&3z) 0.1 mg lutSu1a3 1 mL

2.3 MYUTLITY Uﬁﬁﬂuﬂ’l"ﬁuzﬂ’laﬁﬂi’]ﬂ%’lnL%E]"IIﬁ@LLfT’J LLa:msqﬁmﬁﬂaaﬁuum

2.4 281N - s:y%am Faudsznaum ez Ty tunda i’uf?vumq \avfinAa wunzdiou
nzdoudisuen LLa:E‘JEmSLﬁU%“nmmifasha‘ﬁ'@muuums?ﬁm‘ﬁ

- UWMIUEUITEN aﬂwaﬁaaﬁaﬁ:y%am wiadamemse suwUsrnauuasswaany

USIVBIEN LaUHEe fuﬁvumqvli”%mﬁm

- Tdamnuuindonlssoiunnd 2-8 BIFLTALTER uuussgﬁmwﬂm:nwu:msqsn

3. AMFENUANISINAaTA

3.1 Finish product specification'?

1 dfnmdanddy 90.0 - 110.0 % L.A. of Octreotide

2. |dentification test m?ﬁlmumuﬁitqlu Finished product specification
3. pH maﬁlmu@l’mﬁli:qlu Finished product specification
4. Sterility test ATIU

5. Bacterial endotoxins mwmu@rm‘ﬁ'i:qlu Finished product specification
6. Particulate matter ATIHU

- 2W9 > 10 pm lailAin 6,000/container

- WA > 25 pm WiA% 600/container

7. Volume in container ATIU

3.2 Drug substance specification ° Octreotide

- Specific optical rotation : - 63.0° to 57.0° (at 589 nm)

-~
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1 = General requirement 28ILN&TF1IUEINIL Finished product 31wy Injections
(Parenteral preparations)

2 = The International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ;
Current step4 version, 2006.

3= mm’mmsﬁmmqmé’numxmww:mmju%ﬁmq éﬂﬁnﬁmsmsmmﬁmqw NITNTNEDITUGY,
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3UNTIN 9  Pantoprazole sodium 40 mg sterile powder for injection

(ﬂ’l&llli:ﬂ’lﬁﬁ:‘lﬂ'fﬂgﬂai’l?fﬁ’lﬁ

1. Bag Pantoprazole sodium 40 mg sterile powder for injection

2. amananH 1y

& [y
2.1 gﬂu,un WunigUsiaannde §wsube

22 dmdsznay  Usznaudueaen Pantoprazole sodium ﬁaugan”u Pantoprazole 40 mg

23 mrusumy  ussglumsuzussanndednennide uazusIYTIeariuna

2.4 230 - szq%am FIUUIENOUAINIAYLZAMAILTI TUnER fuﬁvumq \ufinga wanadou
d3uen Ltaz"iﬁnmﬁué’nmmvﬁazj'mﬁ‘mauuumsqﬁ'm‘ﬁ

- DWNTUEIIEN aﬂwqﬁauﬁaasxq%am vietamemad daulsznauuazawia

US9T89E LaUINR® MFueny ligaieu

3. amanianMamaia

3.1 Finish product specification'™”

- dRnmdamdagy 90.0 - 110.0% of the L.A. of Pantoprazole

. ldentification m’mshum&lﬁﬁtqlu Finished product specification

. pH

m’m&mﬂmﬁs:qlu Finished product specification

ATIU

. Bacterial endotoxins

m’mmuﬂmﬁquu Finished product specification

1
2
3
4. Sterility test
5
6

. Particulate matter
- W@ > 10 um 13iL7i% 6,000/container

- 219 = 25 pm l3isfiu 600/container

ATIINIU |

~

Water content

mwmumuﬁs:yh Finished product specification

8. Uniformity of dosage units

ﬂnﬁ]ﬁi’mﬁl’mﬁ‘s:qlu Finished product specification

9. Impurity / Related substances

maaw’mmuﬁs:q‘lu Finished product specification

3.2 Drug substance specification : Pantoprazole sodium®®

Test item USP 38

BP 2013

1. dSnadrendrny 98.0 - 102.0% of Pantoprazole sodium

(Calculated on the anhydrous basis)

99.0 - 101.0% of Pantoprazole sodium

(anhydrous substance)

2. Ildentification AU AT
3. Appearance of solution - ATIMIU
4. Optical rotation - -0.4° to +0.4°

(Dissolve 0.2 g in 10 ml of water R)

5. Water 5.0% - 8.0% 5.9 - 6.9%
6. Heavy metals NMT 0.002% NMT 20 ppm
4 / A —
(AITD)eeeeeeeee T e, themuamenITums
- (WBnIn gI3ImAnIN) \P\
(1) S~ NN nITNMI (GEE1) W S nITNNS

(wwirhh yasim)

(WFINTS mgawiant)
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3.2 Drug substance specification : Pantoprazole sodium™ (Gia)

Test Item USP 38 BP 2013
7. Related compound ATIVEIBATY test 1 %30 test 2 - Impurity A : NMT 0.2%
Test 1 - Sum of impurity D uaz F : NMT 0.2%

- Pantoprazole related compound A : NMT 0.20% | - Impurity B, C, E : for each impurity, NMT 0.1%
- Pantoprazole related compound B : NMT 0.15% | - Unspecified impurities : for each impurity,

- Any other individual impurity : NMT 0.10% | NMT 0.1%

- Total impurities : NMT 0.5% - Total : NMT 0.5%

Test 2 (Recommengded when impurities CD,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%
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12 ‘Lummamuw*m&lum N8 /0.1 vasenTiEuaTen wsawﬂﬂmau@m’rnamsmuﬂwﬂmn'lwmawamnmm
mu‘nmummﬁu (finished product specification) WasY; an’muﬂﬂmmwwm’mnﬂu (drug substance
specification) nsmwammmamnﬂawLnJaoLm“”l’umemw wdeduuLanIELWIMNIIEMsTau Y (8.5)
VINTaw finished product specification WLaz/#3a Drug substance specification T guaun lnawiulenia
dizmanadiannsading wazlaiiiu 2 9 o Sudszmedszmenansidnnseing
2. 1BNA1ITUIBINATFINNINAAEN
21 nsdfiudalusznalng HrAadasdionassusaanaspwmsHRamaunann s iuaz 35N snale
MINEALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagwiaenu PIC/S participating authorities
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1 = General requirement Wa9LNFTFITUE RS Finished product gllLLU‘LI Injections
2 = The International Conference on Harmonisation of Technical Requirements for Registration of

Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ;
Current step4 version, 2006,

3 = The United States Pharmacopoeia 38
4 = British Pharmacopoeia 2013
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3. ﬂmﬁ&lﬂ(ﬂ‘l’n\‘llﬂﬁ%ﬂ

3.1 Finish product specification”

1. Appearance of the solution mm&hu@]’mﬁizﬂu Finished product specification

2. |dentification

FAILRAINITATID our
1. SDS-PAGE

2. Anti viral activity

3. Protein content®

86.0 — 116.0% of label claim

4. The Specific Antiviral activity @ The estimate potency : 50%-150% of the estimate potency

The fiducial limit of error : 74%-136% of the estimate

potency
5. pH m’msi’mmwﬁszylu Finished product specification
6. Sterility ATITNU
7. Bacterial endotoxins @id%ﬂiﬂu@'}uﬁ‘szq‘lu Finished product specification
8. Purity las3% HPIEC w3a HPSEC / Impurities m’mmummﬁsquu Finished product specification

L% oxidized forms,dimers and high molecular

weight substances

9. Moisture content

mmmumuﬁith Finished product specification

10. Particulate matter AT
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Fauly
5.6 stuUMIIivuazaasendastiuluL Cold chain system ﬁ"ld’mmgmmmé‘mnm‘ﬂ good storage practice
(GSP) uaz good distribution practice (GDP) I@mmmmnmsﬁi:nau
6. flananan (Jane) Buvsnlisni@ndygrnenasuivve soit
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8. 131y 9@ a9L3AeN Ribavirin ﬁm%’wjﬂw Chronic hepatitis C mm‘hmuﬁlgjﬂaulfw?amuﬁ‘[ﬁwmma{awa
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o
3180719 11 - Rabeprazole sodium 20 mg Tablet

muﬂszmﬁa’i’m‘i’nquas’mmﬁ

1.%asn  Rabeprazole sodium 20 mg Tablet
2. ankantianiall

2.1 3uuy Wuenida §m5U5UUsEnu uuunudansalunsziwizanms (Gastro-resistant tablets
[Enteric coated tablets)

22 :menay  Usznaudiadaen Rabeprazole sodium 20 mg

2.3 MUy msq"luumagmﬁwmm@’ %38 Blister pack ﬂaaﬁ'um'm'fu'l@?

4 . @ o @
2.4 2870 - SZU’IJE]EJ’] muﬂsznaummmﬂmua TANUKTI IUNE® ')%E‘T‘HE]’]U LG”UYIN@@I Wwanziiou

fsuen uawmmsmmnmm'bauwmLauuuussanmm |
- LUWLHIEN amauanmamqwam viatamamh dmsenay UWAZTHIAN IS
183N 18 nda Tuduany LT

3. AANNGNIINaRA

3.1 Finish product specification'™?

1. Pnmdandan 90.0 - 110.0 % L.A. of Rabeprazole sodium

2. ldentification mmmumuﬁiquu Finished product specification
3. Disintegration time Gli’mbi’mmuﬁiquu Finished product specification
4. Uniformity of dosage units AT

5. Related substances / Impurity @lsmmumwﬁszﬂu Finished product specification

3.2 Drug substance specification : Rabeprazole sodium

Test item Japanese Pharmacopeia 16 edition
1. YSinmeenday 98.0 - 101.0% of Rabeprazole sodium
2. Identification ATIINIU
3. Heavy metals NMT 10 ppm
4. Related substances NMT 2.0%
5. Loss on drying NMT 1.0%
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wangng - natinaanzoundsmariu waive) msnmasaviemeinonsla W ﬁuuamLanmmanﬁ'mmnmm'lmuakm“‘élma
a a v a a (3
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UWASINAR
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muﬁ’fummﬂu (finished product specification) LLa“‘uan’muﬂﬂmmwmad’mn@u (drug substance specification)
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finished product specification waz/w3a Drug substance specification I@]wau,n'”lmriaui’uﬂizmﬂﬂs:mmﬁm
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21 nsdifigmiaTuszmalng Hudndasdianaivsennaspumsniammamsninmiuaz3anvialu
MINRAL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwiapam PIC/S participating authorities
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flinnsafing vIaagaseadn ududnsd
3. Lanmmmmmlaom‘?itauaﬂm (Funwrnnane)
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msuwmtﬁumama
3.2 HAMINTIVIATERRUNNIAAUVEIRIENEIRY (Certification of analysis of Drug substance) 7151
mswﬁmméuﬁdmﬁué‘aaﬂwwﬁwaa@wﬁmmLLa:gwam"@qﬁu
33 Lanmsvﬁavxa“ngwuﬁuz‘i’umwué’wﬁuﬁszmwéumm§mmaﬁmq§waoﬁamﬁ'ﬁty (Drug substance)
18 3.2 ﬁ'uéumswﬁmaawﬁmﬁm‘ﬁmé’nﬁagﬂ (Finished product) 48 3.1
3.4 lunsdifunadousnanunnnd 2 9 adesfidunnningnansane Long term stability aafifin
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5.1 mv]muamawaw’[ﬂé’luuaymw 1 D dvaniusauay
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Fawly

6. tana1siouladu

6.1 winofaualilgenduuuy (original - drugs) favinTIFALFAINITNAFOL Bioequivalence 1Lawua
Wisufsunuendunuy T@aaﬁmsﬂnmmauﬂﬂﬂmwanmnwuLtawLLmﬁgum'lunﬁﬂnmmauuzwaam
AT VDIFIUNITUATAZN TTNNTT W TUALEN nsmﬁommsmm( M lunsitunsd BUTUBANRDLEN WY
Tna (daanzidouen NG) mmmﬂnnummunLanmsmsﬂnmmaummaam
7. Alanaan (dug) Bnsaalisniandygniowasurvne aoi

7.1 nsmwamsaumammswmmumnnsarmmmamsmmwwa“'l.mﬂu"[ﬂmwmmmumanwm

7.2 NIHRAN UM, m'ﬁuﬂunnwunmmuﬁnnﬂ fasamalasdninnuasenssunsavsuasen lutsnaes
é’mmw 20 Y

(22

7.3 nsmwuﬂmmﬂmmwa’mwaﬂnmmwmamwamﬂrawmaummmﬂamnmawﬂw‘n‘lmum
8. ‘Hu’JUS'I"Im”lS’IJE]ﬁd?%ﬁﬂﬁvllliﬂwfﬂ'lim'lNaﬂﬂm‘}’lEJ’W]&H.]?»’JG‘mﬂLiﬂﬂLﬂUﬂuIﬂUﬁﬁuﬂ\‘l’luﬂmuﬂiiuﬂ’]i
mmmawmlmumnm 1 ﬁnamuﬂszmﬁﬂimmﬁmmanmauna

nangweg : 61989970

1 = General requirement 283.N87¢3UATL Finished product UL Tablets, Capsules
2 = The International Conference on Harmonisation of Technical Requirements for Registration of

Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ;

Current step4 version, 2006.
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3NUNIIN 12 Sodium bicarbonate Injection 7.5% w/v, 50 mL
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1. %am Sodium bicarbonate Injection 7.5% wi/v, 50 mL
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3.1 Finish product specification

(1.2

|
|

Test Item

USP 38

BP 2013

1. USanadanndegy

95.0 - 105.0% of the L.A. of Sodium

bicarbonate

94.0 - 106.0% of the L.A. of Sodium

bicarbonate

2. ldentification

AT

ATIU

3. Bacterial endotoxins

NMT 5.0 USP Endotoxin U/mEq

NMT 1.7 IU per mL

4. pH

70-85

@li’Ji}mum&Jﬁi:ylu Finished product

specification
5. Particulate matter ATITHU ATITNIN
-9w9 > 10 pm LiLdn
6,000/container
- PUIR 2 25 um MbAn
600/container
6. Sterility AT ATIVHU
7. Volume in container ATINU ATINU
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3.2 Drug substance specification : Sodium bicarbonate ?

Test item USP 38 BP 2013
1. USinawnendney 99.0 - 100.5% of Sodium bicarbonate 99.0 - 101.0% of Sodium bicarbonate
(Dried basis) (Dried substances)
2. Identification ATITANN AU
3. Appearance of solution PIIVHU ATIINN
4. Normal carbonate ATIFHU The pH of freshly prepared solutions
: NMT 8.6 '
5. Chloride NMT 0.015% NMT 150 ppm
6. Aluminum NMT 2 pg/g -
7. Arsenic NMT 2 ppm NMT 2 ppm
8. Heavy metals NMT 5 ppm NMT 10 ppm
9. Limit of ammonia AT (No blue color develops) NMT 20 ppm
10. Loss on drying NMT 0.25% -
11. Iron NMT 5 ppm NMT 20 ppm
12. Calcium NMT 0.01% NMT 100 ppm
13. Magnesium NMT 0.004% -
14. Copper NMT 1 ppm -
15. Sulfates NMT 0.015% NMT 150 ppm
16. Limit of organics NMT 0.01% -
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1 = The United States Pharmacopoeia 38
2 = British Pharmacopoeia 2013
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