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9801151 1 Adefovir dipivoxil 10 mg tablet

ANYIEAAIINIA UATTE

1.3081  Adefovir dipivoxil 10 mg tablet

2. amanyianalil

2.1 3uny Wugde dwsusulsznu

2.2 dwdsznay  Usznaudluaaen Adefovir dipivoxil 10 mg

23 muzussy  usseluunsagifluumend wSe blister pack Yesrtuarusule
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3. AMENUATIINAKA

3.1 Finish product specificationm'(z)

1. UInmdrgndagy maamumuﬁszylu Finished product specification

2. |dentification test m’sw’m@’mﬁsquu Finished product specification

3. Uniformity of dosage units ATIID

4. Dissolution test m’mmumwﬁlisqlu Finished product specification

5. Related substances / Impurity m’aﬁm’mmwﬁimlu Finished product specification
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2. 18NENITUTDINIATFIRMINAALN

24 nsdifigndalwsanalng HHEadoIdlana s UTo I asTIRMINEAENeIRE NIN w3 BTG
MINRaLT PIC/S {Pharmaceutical Inspection Co-operation Scheme) lagniieanu PIC/S participating authorities
w3a Sonasiusesmnasgiunmsniesiaunaninaeiuaz IS nsfialunisnanowasdinemua menTsunis
2IMITURTYT NTENTIITVIIHEY Fomnuadulaofinnuseansesuasiafioutunsnn mriuar5Ensialu
nsuaaen PIC/S lunnaaunfiausans avuargacuTaunIseTIesaulasInansuTestetul sz ne
Uszmamamaiannsefing

2.2 nsdifiuenindroindrossna HHAAda9dLoNaIT LI INasTIRMINARENI BRI NI e e
FBmsidlunsuia GMP wia GMP/PICS (Pharmaceutical Inspection Co-operation Science) lag#iIz41%4
PIC/S participating authorities a1flange ausaunisamaseulasdnamssusasisiudszmedszniasien
uinnsedind wiso1yasandw ududnsd
3. LanmsqmmWﬂaamﬁmuasﬂm (Fuwinwane)

3.1 wamsm’m"?msw:ﬁqmmwwﬁmﬂ”wﬁmﬁwL%ﬂgﬁmaa;&”wﬁm (Certification of analysis of Finished product) 11
mjuﬁduﬂmﬁazm

3.2 NAMIATVIATIERO UMW IAY AU T & ALY (Certification of analysis of Drug substance) 7ill4
mwﬁmmg’uﬁﬁmﬂmﬁazmﬁgwaotjwﬁmmLLazgwﬁmf@qﬁu

a
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6. lanasiionludn g

6.1 winuafiauslilsonduuuy (original  drugs) A8IdwHIRaUEAINITNARAY Bioequivalence 71LRUa
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31815N 2 Amino acid 10% solution for Infusion, 100 mL
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muﬂsxmﬁiﬁw%’ﬂquaswmﬁ

1. M Amino acid 10% solution for Infusion, 100 mL

2. amaNanal

2.1 S‘IJLL‘]J‘U

J 1A o a 2 & °
Wussazasdnenge la lWids mmul%mmaamaa@m

22 smwmtsznay  lussazas 1 fas ﬂs°ﬂaumnmmamw mu L-Isoleucine 8 g, L-Leucine 13 g, L-Lysine

monoacetate 12 g Ylau&laﬂu L-Lysine 8.51 g, L-Methionine 3.12 g, L- -Phenylalanine 3.75 g, L-Threonine 4.4 g,

L-Tryptophan 2.01 g, L-Valine 9 g, Arginine 7.5 g, L-Histidine 4.76 g, Glycme 4.15 g, Taurine 0.4 g, L-serine

7.67 g, L-alanine 9.3 g, L-proline 9.71 g, N- -acetyl-L-tyrosine 5.176 ¢ ﬂamwanu L-tyrosine 4.2 g, N-acetyl-L-

cysteine 0.7 g "nmm any L-cysteine 0.52 g w8z L-malic acid 2.62 g(z)

2.3 ﬂ’]"ﬁ%‘»Uiﬁg
24 Qﬂ'\ﬂi:lql

ussa’tummuwmmma@ﬂsﬂﬂmmwamm@ 100 mL / 1 MTULLIY

- swmjam fIRUTZNAUMILIFIARUILANNLTI TUNE mauma WufinEe uaziae
nzdoudsuen LLaaﬁmnnmnmU'l"lnamawwuumsagnmm

- UWMTUIUIIYEN amaﬁauﬁaoszy%am Wi%anamIn sauLsnaLuAzIWIAR Y
AMUUTIVDIEN LAV S ’Yuﬁvuamqvﬁﬂﬁ”mw

3. AMENLANIINARA

3.1 Finish product specification

(1).(2)

1. YSanmdaendey
- L-Isoleucine
- L-Leucine
- L-Lysine
- L-Methionine
- L-Phenylalanine
- L-Threonine
- L-Tryptophan
- L-Valine
- Arginine
- L-Histidine
- Glycine
- Taurine
- L-serine
- L-alanine
- L-proline
- L-tyrosine
- L-cysteine

- L-malic acid

90.0 - 110.0% of the L.A. of L-Isoleucine
90.0 — 110.0% of the L.A. of L-Leucine
90.0 - 110.0% of the L.A. of L-Lysine
90.0 - 110.0% of the L.A. of L-Methionine
90.0 - 110.0% of the L.A. of L-Phenylalanine
90.0 ~ 110.0% of the L.A. of L-Threonine
90.0 - 110.0% of the L.A. of L-Tryptophan
90.0 - 110.0% of the L.A. of L-Valine
90.0 - 110.0% of the L.A. of Arginine
90.0 - 110.0% of the L.A. of L-Histidine
90.0 - 110.0% of the L.A. of Glycine

90.0 - 110.0% of the L.A. of Taurine

90.0 - 110.0% of the L.A. of L-serine

90.0 - 110.0% of the L.A. of L-alanine
90.0 - 110.0% of the L.A. of L-proline
90.0 — 110.0% of the L.A. of L-tyrosine
90.0 - 110.0% of the L.A. of L-cysteine
90.0 - 110.0% of the L.A. of L-malic acid

'
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3.1 Finish product specification'’” (dia)

2. Identification m’mmumwﬁszlﬂu Finished product specification

3. Particulate matter ATV
- BBNNAVUNG 210 ym 'Lmﬁu 6,000 a‘%ﬂ’m/container

- BUMNATUIR =25 um laiifin 600 annfn/container

4. Sterility ATIVW

5. Bacterial endotoxins m’mmumw‘ﬁ‘i:qlu Finished product specification
6. pH mwﬁi’mmmﬁizylu Finished product specification
7. Volume in container ATIFHIU

Rownlydug

1. a?’n,mmwmmanmimﬂsﬁuagrymifumﬁm@‘iﬁuU’]Lﬁaﬁmmvluﬂizmﬂ"m Lard ey (declare)
LREINEE
1.1 'Lu?hﬁ’zynwﬁumtﬁwﬁﬁum (N8.2 N8.3 N9.4 UFWANTH)
1.1.1 lunsdifiduendindalutszmelng nansds ng.2
1.1.2 lunszﬁﬁﬂummwhLﬁammmmsﬁ; Wi N3
1.1.3 lunsdifduentighandedsend nanois ne.4
12 ludmefunadonn ne1/u.1 vesenhiauaman w%auﬂUazLSUw”’rﬂ"amsmuquqmwwmaawﬁmﬁ'wﬁ
aufidunzidon (finished product specification) LLa:ﬁTaﬁmu@qmmwmaﬁmﬁu (drug  substance
specification) nizﬁﬁagszmwﬂmﬂﬁummaaLm"’lmﬁmé?w AAIUULLANFITEUMA WD TDOUR L (¢1.5)
WIW3aN finished product specification LLaz/%38 Drug substance specification I@mal,mwlmriaufuﬂi:mﬂ
Uszmanadidnnsefing uazliin 2 3 o Sudsemadszmenansidnnsefing
2. 1ENAITUTDINIATFIRNITHAAL
2.1 nsdfigudaluysanalng HuaadosfiionasiusesnasumsnRamaunaninmsiuaz 3 svialu
MINEaL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasniieau PIC/S participating authorities
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nmsuaaen PIC/S lunuinsfiiguaaie avvigaauseunisasesavlasInansiusesfisTulznme
Uszmanandidnnsasing
2.2 nsdifidiugniugreneoysanea JraadasdionmTusesnaspIumMIHAaauna NI La:
ﬁmi‘ﬁlmumwﬁ@m GMP %58 GMP/PICs (Pharmaceutical Inspection Co-operation Science) laewiaeau
PIC/S participating authorities aﬂ'mhq@ mmaumsm’mamﬂ@Uﬁwams%‘maof’iﬁuﬂszn’mﬁﬁxn’mswm
aannsefing Wia0yaaaadn ududnydi
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3. LBINFITAMNINYDIVINLEWDTIAN (F1Lw 1A NaY)

31 Nﬂﬂ’mﬂ?’)ﬁ]%ﬂi’u%ﬂnmﬁwwamn (3154 mmmsﬂmmmwam (Certification of analysis of Finished product) lu
mmwamﬁumamd

3.2 Nan'l‘a‘ma’fimﬂﬁ:ﬁqtuﬂ']wi'mq@um awﬁmﬁ’m‘”zy (Certification of analysis of Drug substance) ﬁl"ﬂu
mswﬁ@mjuﬁauﬂu@ﬁamm{imawgwﬁmmLLa:;jwﬁwf@qau
3.3 Lanmw‘%aﬂﬁng’mﬁuﬂ’umwﬁ’uw"’uﬁizmwéummﬁmaa"i‘ﬂg@waoﬁ'gmﬁm@ (Drug substance)
78 3.2 n”ujummﬁmaamﬁmﬁmﬁmﬁu%ﬂgﬁ (Finished product) 78 3.1
3.4 Tunsdidunzdonenanunnni 2 9 A doldIINIWEINENENSANET Long term stability anufidn
iudnlunsdenenanuaas LLawvlmumimmmmaaLanmsmnwwmmwaami:m
3.5 lunsdidunsfouenantoondt 2 9 a mawmt,mmwmmwamsﬁnmmmmmmaammu“'?}u
dmdulunadouemuaas LLa:VLmumiaammma\uaﬂmsmnﬁwéwmwaw%ﬁﬂ
4. @2981981
4.1 flauenian dasdsdnagnnatnaioy 3 WiBUT Fududaunuuaasnoasiioaldasutn
muﬁﬁmu@luﬁ";ﬁaqmawu“émd’gvl,ﬂﬁwﬁu
5. msﬂszﬁ'uqmmwmﬁeiwau (waadtoNaIsN1ITUYIENW)
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6. diananan (1e) Bugaalienidndyninewasuivwe ao
6.1 nsr‘iwamszﬁmnﬁmm:ﬁmﬁmﬂnsw’iﬂmmam‘mmwwzT'L&iLﬁuvlﬂmwmmgwmj”aﬁmm
6.2 NTNRN U mmﬁ@ﬁgm‘%ﬁmﬁuﬁuﬁmﬁ psamalasdinnuamenIINNIEISUseN lursnaues

O
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FYI T
6.3 nstﬁwuﬂrqummwmnm§mn”mﬂ/7ﬁawmwa@iaﬂs:§wﬁwauazmwﬁaa@ﬁmﬁagj’m o7 A5

7. wmmwmwamauﬁwﬂﬁ%‘uw‘msmNﬁm"’msﬁmﬁﬁﬂsﬁ@gnL’%UmﬁuﬁﬂmUﬁwﬁﬂaﬁuﬂmznsswﬂﬁ

MITLazenluTEzen 1 Dhawiudszmeadszniamensiinnsefing

Waewg  §198991N
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3780151 3 Amino acid, Glucose with Electrolytes and Vitamin B1 injection, 1000 ml
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mwﬂszmﬂa‘i’mi’mquaswmﬁ

1. Bosn Amino acid, Glucose with Electrolytes and Vitamin B1 injection, 1000 ml

2. auaNYera LY

2.1 E‘ULL‘U‘U

- SN o o -~ ° . . .
Lﬂumsmmsﬂﬁﬂmm"na HNIVRONINIBALNBAA (Peripheral intravenous nutrition)

2.2 audsznay Usznausis ansazany 2 §u (chamber)

saufl 1 (§muw) dumsszans Amino acid with electrolytes la isd

fuh 2 (Fwa) usnsazany Glucose with electrolytes waz Vitamin 81 la L&

syacanely 1 MBUSUTTIRAINGY (After mixing) U319 1000 mi Usznaveae
30.00 g (BCAA 30%)

Amino acid
Glucose
Sodium
Potassium
Magnesium
Calcium
Chloride
Sulfate
Acetate
Lactate
Citrate
Phosphate
Zinc
Thaiamine

23 ﬂ’]"ﬁ%é‘:ﬂ?i?

2.4 93N

(WNENMFINET T0UR3)

75.00 g
35 mEq
20 mEq
5 mEq
5 mEq
35 mEq
5 mEgqg
16 mEq
20 mEq
6 mEq
10  mmol
5 pmol
15 mg

Uﬁ'«gluqawmaﬁﬂ lagudau 2 d3u (chamber) uAazFIUA UG UHUNEFEN WazAag

qﬁ‘vj’wﬂ DINULRILAR

- YT ST nauMmES Lz LS Tunaa WAREY 10N ez

fsuen Lmz%%mnﬁufnmmVL'jvazm“ﬁmwuummgﬁ'mWT

- UWMTUUSTIEN atnaane; aasxq%am WIaTOMINIAT F LT NoULEZIWIRAINY

WINVEIEN LRUNNE® ';‘”uﬁ?umqvlﬁ“%'@mu

nITuNIg
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3. amANIGMImNARA

3.1 Finish product specification”

3.1.1 Upper Chamber Solution : Solution of Amino acid and Electrolytes

1. Identification
- Amino acids
- Acetylcysteine
- Sodium Salt

- Potassium Salt

@ﬁmmumwﬁitqlu Finished product specification

mi’mmumuﬁizylu Finished product specification

mmmumwﬁizylu Finished product specification

m’.ﬁlmumw‘ﬁizylu Finished product specification

- Phosphate mwmumwﬁsquu Finished product specification
2. pH 63-73
3. Purity

- Heavy Metals NMT 2 ppm

- Arsenic NMT 0.2 ppm
4. Assay

- L-Leucine 1.330 - 1.470 %w/iv

- L-Isoleucine 0.760 — 0.840 %wiv

- L-Valine 0.760 — 0.840 %w/v

- L-Lysine Hydrochloride
- L-Threonine

- L-Tryptophan

- L-Methionine

- Acetylcysteine

- L-Phenylalanine
- L-Tyrosine

- L-Arginine

- L-Histidine

- L-Alanine

- L-Proline

- L-Serine

- Glycine

- L-Aspartic acid
- L-Glutamic acid
- Sodium

- Potassium

- Phosphate

1.245 — 1.376 %w/v
0.542 - 0.599 %w/v
0.190 - 0.210 %w/v
0.371 - 0.410 %w/v
0.122 - 0.146 %w/v
0.665 — 0.735 %w/v
0.047 - 0.053 %w/v
0.998 — 1.103 %w/v
0.475 - 0.525 %wlv
0.760 — 0.840 %w/v
0.475 - 0.525 %w/v
0.285 - 0.315 %w/v
0.561 - 0.620 %w/v
0.095 - 0.105 %w/v
0.095 - 0.105 %wiv
0.255 - 0.281 %wiv
0.143 - 0.158 %w/v
0.302 - 0.334 %w/v

5. Extractable volume

mw&hummﬁs:ylu Finished product specification

(WHENMFINA Taugs)

(WINSN §ITTOUNIW)

nITunNIy

M .......... N3Ny

(wiafign 18nnad)
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3.1.2 Lower Chamber Solution : Solution of Glucose, Electrolytes and Vitamin B1

1. ldentification
- Glucose
- Potassium Salt
- Calcium Salt
- Magnesium Sait
- Zinc Salt
- Chloride

- Thiamine chloride hydrochloride

mmmumwﬁ'szglu Finished product specification
m’sﬁlmumw‘ﬁ"i:‘iﬂu Finished product specification
@S’Jilmumw‘ﬁ'i:y‘lu Finished product specification
m’sﬁlmu@mﬁsmlu Finished product specification
@13’3%}&4’1%@1’1&“71'5:141% Finished product specification
m’mtﬁumuﬁ‘i:ylu Finished product specification

@nﬁ)mummﬁizylu Finished product specification

2. pH

356-45

3. Purity
- Heavy Metals

- 5-Hydroxymethylfurfural and related substance

NMT 0.4 ppm
NMT 0.3 ppm

4. Assay
- Glucose
- Potassium
- Calcium
- Magnesium
- Zinc
- Chloride

- Thiamine chloride hydrochloride

10.178 — 11.250 %wiv
0.0451 — 0.0499 %wiv
0.0136 — 0.0150 %w/v
0.00825 — 0.00911 %wiv
0.428 - 0.482 mg/L
0.0654 — 0.0722 %wiv
2.60 — 3.15 mg/L

5. Extractable volume

Glmi}mm}wﬁi:lﬂu Finished product specification

3.1.3 EsnzaIBNENTI 2 §2% (Mixed solution) FBIUARINITATID o

[

1. Bacterial Endotoxins

NMT 0.50 EU/mL

2. Particulate matter (Particulate contamination)
-9wa > 10 pum - Tliin 25 sumemL

-1w9 > 25 um - Tl 3 eume/mL

m’a’%mumuﬁ‘izlﬂu Finished product specification

3. Sterility

mmmu@’mﬁ‘;:qlu Finished product specification
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\aafl B14 /2561
i‘lim’lsﬁ 4 Cyanocobalamin 50 mcg, Pyridoxine HCI 5 mg and
Thiamine HCI 100 mg (Vitamin B1-6-12) tablet

muﬂszmﬁﬁ'\m?ﬂqnasmmﬁ

1. %@ Cyanocobalamin 50 mcg, Pyridoxine HCI 5 mg and Thiamine HCI 100 mg
(Vitamin B1-6-12) tablet

2. amanianaly
2.1 gtluy wWupnde dnsusudsenu
22 smdsznay  Usznausedae Cyanocobalamin 50 meg, Pyridoxine HCI 5 mg uas Thiamine HCI 100 mg
T 1 150
23 mrwruisy  usrluumedasiin Usaruusuaznnuinle
24 237 - szq%am FIUUTENOUMBFEFNYUIEA NI SUNFn ’Tuﬁvumq Wwfinda wanzdon
d3uen wazdisnaiusnwnen "Hazha‘z?’mwuuussgn”mwf
- UWUAIEN aﬂwoﬁanﬁaonq%amﬁ%‘a%amdmsﬁn FIBUIENAULAZYWIAAINUTITDILN
T fuéumq"lﬁ"‘fmﬁm
3. AmENLAMIINAKA

3.1 Finish product specification™?

1. UBnmdamsney maamummﬁszglu Finished product specification
2. ldentification m’;ﬁlﬁhuﬂ’mﬁstﬂu Finished product specification
3. Dissolution mmmumuﬁﬁ:y‘lu Finished product specification
4. Uniformity of dosage units ATIIN

5. Impurity / Related substance @li’aﬁlﬁhumwﬁstﬂu Finished product specification

3.2 Drug substance specification

3.2.1 Cyanocobalamin®

Testitem UsP 38 BP-2013
1. YInadaendegy 96.0 - 102.0 % L.A. of Cyanocobalamin 96.0 - 102.0 % L.A. of Cyanocobalamin
(calculated on the dried basis) (calculated on the dried substance)
2. Identification AN AT
3. Related substances 7P,8B-Lactocyanocobalamin : NMT 1.0% Total impurities : NMT 3.0%
Nmpurities - 50- Carboxycyanocobalamin : NMT 0.5%

34-Methylcyanocobalamin ~ : NMT 2.0%
32-Carboxycyanocobalamin : NMT 1.0%
8.-Epi-cyanocobalamin :NMT 1.0%
Any other unidentified impurity : NMT 0.5%
Total impurities : NMT 3.0%

4. Loss on drying NMT 12.0% NMT 12.0%
(04%8) o //L/\/ ............... Usemuamenssyunsy
(Wen3n jéssmmw)
4 % = W
(®ITB)..cerece L NITUNTY CRY12) NN AU NITNNT
(WNEIFaIna Taus) (wivadygn 3Innad)
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3.2 Drug substance specification

3.2.2 Pyridoxine HCI ¥

l ‘Testitem : USP 38 BP 2013
1. USinashendegy 98.0 - 102.0 % L.A. of Pyridoxine HCI 99.0 - 101.0 % L.A. of Pyridoxine HCI
(calculated on the dried basis) (calculated on the dried substance)

2. Identification ATIIHIN ATIDHIN

3. Appearance of solution - Clear and not more intensely coloured

4. pH - 24-3.0

5. Related substances - - Impurity B : NMT 0.15%
- Unspecified impurities : for each impurity,
NMT 0.10%
- Total : NMT 0.2%

6. Residue on ignition NMT 0.1% -

7. Heavy metals NMT 30 ppm NMT 20 ppm

8. Chloride 16.9% - 17.6% on the dried basis -

9. Loss on drying NMT 0.5% NMT 0.5%

10. Sulfated ash - NMT 0.1%

3.2.3 Thiamine HCI®"®

Test Item USP.38 BP 2013
1. Snmdrndnty 98.0 - 102.0 % L.A. of Thiamine HCI 98.5 - 101.0 % L.A. of Thiamine HCI
{calculated on the anhydrous basis) (calculated on the anhydrous substance)
2. ldentification AT F3E U
3. Appearance of solution - Clear and not more intensely coloured
4. Residue on ignition NMT 0.2% -
5. Nitrate No brown ring is produced at the junction of -
the two layers
6. pH 27-34 27-33
7. Water NMT 5.0% NMT 5.0%
8. Absorbance of solution NMT 0.025 -
9. Related substances NMT 1.0% - Any impurity : NMT 0.4%
- Total : NMT 1.0%
10. Sulfates - NMT 300 ppm
11. Heavy metals - NMT 20 ppm
12. Sulfated ash - NMT 0.1%

nANBING 1. matifaenaioudinaiu waive) mismeseulinmeimamsla Wi WRIENENTARNTUAINA I IS LaslRdag
2. Drug substance specification ﬁmsmmrﬂuimﬂ:ﬁmmﬁwﬁm drug substance wioluiiament drug substance Va4
dndaendusogy atulaaviunite s‘fjaﬁnﬂi@maﬁLﬂi’l:ﬁmunnﬁ'ﬁﬂﬁﬁmuﬂ
3. nsrﬁqmauﬁamamaﬁﬂmaamw%ai’mqﬁu maqcmnauaswﬂﬂ'lajmsomwuﬁisawmmaﬂs:mﬂ Vi 198 B nETETUN
Tnsinddszmansensa s sngy o4 ITYMIILN WA, 2556 udin lﬁi‘fun”uqaﬁﬁﬁwaaﬂmnsmmsﬂs:mﬂ
Teen

4 ﬁé d %/
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sngn1sn 5  Entecavir 0.5 mg tablet

muﬂszmﬁﬁ'\m%'ﬂqnaiwmﬁ

1.%pa1  Entecavir 0.5 mg tablet

2. amananaly
2.1 vy Wueude SRTUIuUTEM
22 gaudsznay Usznaudipaien Entecavir 0.5 mg u 1 e
2.3 MTULUIN usw‘tmmaaumwwaaa #38 blister pack ﬂaanumm"nu"\,@
2.4 287N mﬁam Uz aUMENEA LT ARSI TUNE® ’mauam LSUTIHER
wwanztdoudiTu Luazaﬁmimusnmm%amamwmumsanmm
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3. AMENTANIINAKA

3.4 Finish product specification“”(z’
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E. Identification test mmmumuﬁi‘;ﬂ.u Finished product specification
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\TE). Related substances / Impurity Gli’s’ﬂﬂi’mmwﬁiquu Finished product specification
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578015N 6 Essential trace elements solution Injection, 10 mL
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1. o8N

»ay81  Essential trace elements solution Injection, 10 mL

2. aneaNL AN L
2.1 gmm‘u

2.2 arudsznay

Ferrous 20 umole, Zn 100 umole, Chromium 0.2 pumole, Copper 20 umole, Fluoride 50

X ° v § A s
Lﬂua’l?azﬁ‘n Uﬂi']ﬂﬁ]'lﬂlfﬁalﬁ WWWSUTL%‘Y]'NV\E] 2ALNDAN

Tusnsazany 10 mL Usznaudioaiondinty @i lodine 1 umole, Selenium 0.4 umole,

pmole, Manganese 5 pmole Wz Molybdenum 0.2 pmole

23 ﬂ’]’H%Z‘UTS’Q
2.4 287N

o &
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3. AMANLTANIINATA

3.1 Finish product specificationm

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

- Molybdenum

mi’mmumuﬁizﬂu Finished product specification

N

. |dentification

m’mmumwﬁizqh Finished product specification

w

. Particulate matter (Particulate contamination)
- DBMATWIA 2 10 pm laiifin 6,000 2N e/container

- ARNINTUIN > 25 uym laiAiu 600 agn’m/container

mwmumuﬁizﬂu Finished product specification

. Sterility

m’mmu@’mﬁiquu Finished product specification

. Bacterial endotoxins

m’mmummﬁszqh Finished product specification

pH

m’mﬁhumuﬁszuﬂu Finished product specification

~|lo|lo|s~

. Volume in container

mwmumuﬁizﬂu Finished product specification
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=
8NN 7 Ferrous fumarate 200 mg tablet

muﬂszmﬁa’i’mi’ﬂquaswmﬁ

1. %881 Ferrous fumarate 200 mg tablet

2. amaniionalyl

2.1 giluyy Wugude dwsusudseniu

22 fawdszney  Usznaumedien Ferrous fumarate 200 mg u 1 e

2.3 MAULUTN ussﬁﬂummzﬁ@aﬁw Jasruuas
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3. AmENIANIIMARA

NANIIATIILATIE %ﬂmn'lWLﬂuleJmaJ Finished product specification tLag Drug substance specification
°na'maaﬁnnma‘nmﬁmuummnu smvl,mmmmﬂumamummﬂmmswmsmmmmm nsmswmmsmm
mumammsuw‘lmmoawauﬂuauuwmzJumeal%umﬂmmmuma’ﬁmiulwwuwm a1udsznie
ns:mwmmsmm Liad 331!@]’]5’181’] W.61.2556 a:nvm 11 WEBU N.71.2556 (a\‘iﬂiwﬂ’lﬂlui’\’ﬁﬂﬁ]ﬂ’)%LUﬂE’]’)uY}
10 wnmﬂu 2556) ﬂivaaJLY]EIULVI')IWIluﬂUﬂaFJW‘LL%’UaGﬂmvﬂiiwﬂ’liﬂi“’ﬂ’lﬂi’lﬂ’]FJ'I

3.1 Finish product specification‘""®

Test Item BP 2013 USP 38

1. YTunmudnendreny 90.0 - 105.0% of the L.A. of 95.0 - 110.0% of the L.A. of
Ferrous iron Ferrous fumarate

2. |dentification ATINU ATIHIH

3. Dissolution dausasmsazaslitasnin dausasnsazanslaiannd
70% of the L.A. of Ferrous 75%(Q) of the L.A. of Ferrous
fumarate 14 45 w17l fumarate 14 45 w7l

4. Uniformity of dosage units AT ATINU

5. Ferric ion NMT 5% -
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3.2 Drug substance specification : Ferrous fumarate ""®

Test Item BP 2013 USP 38
1. Pnadedey 93.0 - 101.0% of Ferrous fumarate 97.0 - 101.0% of Ferrous fumarate
(calculated on the dried substance) (calculated on the dried basis)
2. Identification ATINU NIV
3. Loss on drying NMT 1.0% NMT 1.5%
4. Sulfates NMT 0.2% NMT 0.2%
5. Arsenic NMT 5 ppm NMT 3 ppm
6. Ferric ion NMT 2.0% NMT 2.0%
8. Mercury NMT 1 ppm NMT 3 pgig
9. Cadmium NMT 10 ppm -
10. Chromium NMT 200 ppm -
11. Lead NMT 20 ppm NMT 10 ppm
12. Nickie NMT 200 ppm -
13. Zinc NMT 500 ppm -
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181N 8 11% WIV Glucose, 10% Amino acid and 20% W/V Lipid emulsion

for peripheral infusion 1,400 kcal

muﬂizmﬂﬁ'\mfﬂqnaswmﬁ

1.B881  11% WIV Glucose, 10% Amino acid and 20% W/V Lipid emulsion for peripheral

infusion 1,400 kcal

2. amanianaly
2.1 3uuuy Hussarmnsdnennide dwmsulimavaaaidonsn (intravenous nutrition)
2.2 guusznay w1 MTULUITY Tfwas97% 1,400 keal Usenaudiuein 3 §1% UUNToILTTY
{three chamber bag) G‘Taﬁ
@ﬂ Usenoudiy asazanulauad Glucose (anhydrous) (11% WV) U3u1as 1,180 mi (130 g)
§auf 2 Uszneudis BdaTui11289 Lipid emulsion 20% WV J331@s 340 mi (68 g)
gf_gg,ﬁ'_:& Ysznaudiy ssazanslavas Amino acid 11% WA US3nas 400 mi (45 g) el Alanine 6.4 g,
Arginine 4.5 g, Aspartic acid 1.4 g, Glutamic acid 2.2 g, Glycine 3.2 g, Histidine 2.7 g,
Isoleucine 2.2 g, Leucine 3.2 g, Lysine 3.6 g, Methionine 2.2 g, Phenylalanine 3.2 g,
Proline 2.7 g, Serine 1.89 g, Threonine 2.2 g, Tryptophan 0.76 g, Tyrosine 0.09 g w.az
Valine 2.9 g
2.3 MTUTUIIY  NFUSUIIYEN Lﬂuqawmaﬁn 3 &3uLAz overpouch 4 oxygen absorber g3z Inner
bag L&z overpouch Inner bag gﬂLLUﬂLﬂuaﬁwd’J%ﬁ’aUn’\iwﬁﬂ
2.4 287N Hou FIUUTENOUMIIEAYUAEANNNTS NG fuéumq Wwfinde uaziaanzidon

@su m‘l’j"amafmwuumigﬁ m%ua:uum%uzmsagﬁ FUNEEN

3. amaNTANIIMARA

3.1 Finish product specification
Q)

3.1.1 #1991%17 Glucose

. o . .
1. ldentification m’mmum’mm:‘iﬂu Finished product specification

@

2. USunadendaty

@

Glucose 90.0 - 110.0% of the L.A. of Glucose (anhydrous)
3. pH mwmumw‘ﬁ'izﬂu Finished product specification
4. Clarity test Clear

5. Particulate matter (Particulate contamination) mmmumwﬁi:qlu Finished product specification

- w1@ > 10 pm Jlaifin 25 ayamL

-2w@ > 25 pm Fldifiu 3 aume/mL

(GEL) - //, ......................................... UTTPIUAAENTIUNT
(Wipwnan gasTDAIm)L - @/
(RITD) oo, M nNIsUMT GRG2) T | A nyINNNT
+ 9 = o = €
(WIHFIFBINE FOURY) (wiafiynn 13ngad)
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3.1.2 1997917 Lipid"”

1. Identification @li’mmumwﬁiquu Finished product specification
2. USinmanendagy mwmumuﬁ's:ylu Finished product specification
3. pH mmmum’mﬁ'squu Finished product specification
4, Droplet size mmmu@’m‘ﬁliquu Finished product specification

3.1.3 &13591%15 Amino acid”

1. Identification ma’«athumwﬁ‘i:‘l_ﬂu Finished product specification

a

2. YSunaarendram

@

Amino acid 90.0 - 110.0% of the L.A. of Amino acid
3.pH @S’Jﬁ]mumwﬁ"xﬂ% Finished product specification
4. Clarity test Clear

5. Particulate matter (Particulate contamination) m’sﬁlmum’mﬁi:qh Finished product specification

- 2174 > 10 pm Jlsiifin 25 aygmamL

-2wa > 25 pm Sliifin 3 aypma/mL

3.1.4 #139EAULNONANTII 3 §2% (Mixed solution)”

1. Bacterial endotoxins m’aﬁ]mu@l’mﬁizﬂu Finished product specification
2. Sterility test m’a’%mumuﬁizﬂu Finished product specification
Wanlydn 9

1. é’nmmwmmanmsmﬂoﬁ%agrymfumﬁmm’h%umﬁaﬁmﬂwnluﬂﬁzmﬂ%m uaz§ILAY (declare)
LARINE®
1.1 rl,m%m”nv)msifumuﬁuw‘iﬁim (N8.2 8.3 NY.4 UFIMANTTH)
1.1.1 lunsdfduenfindaludsznelng nunoils ne.2
11.2 ‘LunsrﬁﬁtﬂummmLﬁammﬁamsg naunpds N3
1.1.3 lunsdifidueindrandrsdssng nanpis ne.4
12 ludnaatunafouen ne.1/w.1 vasfireTim wisunuanBuavatamImugue WYBINRAr BT
mwﬁi%‘fuﬁuﬁﬂu (finished product specification) LLa:’ITaﬁmuﬂqmmwmaﬁmq@U (drug substance specification)
nstﬁﬁa;J;szmwmnﬂ§yuLLﬂaaLLn“1mLﬁwLau A2 FDILHULANFITENUINIWENUNITVBLE 1 (8.5) NTWT DY
finished product specification Wa/M3e Drug substance specification logvaur lnawindsznmaysznianan

a a & oA et a I [
BERNNIDUNT LLQ&VLEJLH'% 2 ﬂ o MMUTENAUTENIATIANBLANNTBUNE

GG 12) NN 4 N SO UTeBIUAENTINNT

[GRE12) NN Ao NTINNTT % nNITUM3

(WNRNMTDINAT FGLRI)
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2. LENAITTUIDINATFIUNIINAR L

241 nsdifiguAalwszmalng ;jwﬁmﬁaaﬁLanmﬁmmmmgmmwawmmsméi”ﬂLﬂWVTLLa:%%msﬁﬁlu
MINEAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagniapnu PIC/S participating authorities
wia SlonmsiuTennasgumniaseunaniniuasEmIfalunmniassesdwinanuamenIsunns
2IMTUAZLT NITNTWAITITHET Farmuatulasionusoandoussriafioutunsninmaiuas3Ensnau
nsndeen PIC/S Tunuaaeniliguaany aduagaausaumIaTaseulasiinansiusesisiudszna
Urzmenendldnnsafing

2.2 namfiduwgingrendvysane dnRadeasdianmtuseanaunnaamanumaninasiua
¥ msalunInaan GMP w38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) 1agwihI89%
PIC/S participating authorities 21ju8"§® ausounIaTIvFeulasinanITuTesieIuYszMalsne a7
Bidnniadind nisenyaseadw uiusnsdl
3. mnmsqmmw'ﬂmm'ﬁsauaﬁm (Fnwrnwang)

3.1 WamsaTnlienein N wkiaiiriondi§agUuesinaa (Certification of analysis of Finished product) T
miuﬁduﬁu@"ﬁame

3.2 HANIATINATI MW IANALVIAINERTY (Certification of analysis of Drug substance) Al
mswﬁmmg"uﬁ'mlﬂmﬁar_mﬁgwaagwﬁmmLLa:QNfﬁ@d”@qau

@

3.3 lnmnmiananguinduanudunusizrinsiunmanuesiagiuvesniunddy (Drug substance)
79 3.2 ﬂ'”m;umswSmmaawﬁmﬁmﬁmﬁwﬁagﬂ (Finished product) 78 3.1
3.4 Tunsdidunadousnanannnii 2 9 ssdasdidnawananamsnm Long term stability aufidu
wadulungs Souenuuans wazldsumsasmnuiuTesanmnngiinwaresiun
3.5 lunsdidunzdongnunioonii 2 9 axdasd i Wi NaMIFNIIANNAIRITE SN ANTEW
dudnlunzdouenanuaas wazldsumssswasusesanasnngidnuiaasuien
4. @089
4.1 fiauweTan dasdsdnagvgnainaiaes 3 wmmmmﬁwﬁ Folusunuuaninazfoaldasutin
muﬁﬁmmluﬁﬁaqmawﬁav‘fﬂﬁﬁwﬁu
5. msﬂi:ﬁ%qmmwmﬁdwau (wanstanE1sANTIUYIEAW)
5.1 mﬁdwauﬁaoﬁmq‘tﬂﬁlﬁﬁaaJmh 1 9 dunniuaINay
5.2 mnmm‘ﬁ'dwau a:ﬁaaﬁaéwmewmU'LU%’UE@@Namimm%mﬂ:ﬁmjuﬁéwau
53 mzﬁﬁvxmmwmiﬁwms@wﬁ'sazmmﬁdwauLﬁada@mﬁmm:ﬁqmmw AU TITNITILYNRIIFD
fasvaala89 I@mﬂ""mm:éfadfviamﬁuﬁnmwﬁwmuﬁwmmwmsﬁamw"?mﬁ:ﬁua:Lﬂm‘{‘;‘”uﬁwau
@i’}l“ﬁahUﬁLﬁimﬁaﬂumsmaﬁmﬁ:ﬁqmmw mzﬁﬁwudwmiaﬂﬂﬂﬂqumé’ﬂwm:mww: RUIUTITNITVE
§IANE LTI RN IMSLEUE SN AINEN 289 ;qij”mmmz/ﬁaﬁwﬁmluﬂ%ﬁaw
5.4 Qmm:ﬁaa%’mﬂﬁwml,ﬁamlné”vxmmgj wiaflafamafeuamuaisdsznsle g newtwualaslid
Jauly

Ry ) RS YT P IUAIENITUNNT

n3ITuNII
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6. HLEwaIIA (EI‘IJ"IEI) smﬂaw‘lﬁﬂmanatyty'\na%mumwum AT
6.1 nstansguaslaTzaiannasingmaaimwnng lduldansinasgiudaiaue

=) = a =3 l! = = & v o b )
6.2 ﬂmma@mmﬁm%umug}mmnmmuﬁnﬂﬂ amm@l@mmummﬂwnﬁumimmﬂm:m ITS“H’NL’QQ’]"IJE)G

R A/
VYU TDISVY

[

6.3 nydinulymgmnmwanuianmrifioasinadelsznfnauwazanudasadivdagi o lasum
7. AWIUTIFNITY aamuﬁwﬁvlaﬁuﬂmsmwﬁmﬁwﬁmﬁﬁﬂizﬁ”@gﬂL?Umﬁuﬁulcﬂ gFIUNITUAUENITUNT

FIRTLURE mlmx pziaa1 1 Dnewdudszmadseniasadiannsaiin 8

s §19899n
1 = General requirement 283.N&1@3U& I Finished product 3UuUY Injections (Parenteral

preparations)
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s'lﬂaxtﬁﬂﬂqmé’nﬁmzmmzuunfhzn,ana'lsn'lsé“ﬁ%avmﬁ'wvfﬂ'l
1a2n B14 /2561
= |
$18N15N 9 Lansoprazole 30 mg gastro-resistant tablet

ATz NAIINIA quaﬂﬁmﬁ

1. famn Lansoprazole 30 mg gastro-resistant tablet

2. amanganaly

2.1 Uy \lugidia JULUY gastro-resistant tablet w3LisUUszNIW

2.2 dautsznay Usznaudindann Lansoprazole 30 mg u 1 1da

2.3 mawruTsy  UTSbwwedasin tastuusauazanudu

2.4 2N - s:q%‘am fUUTNBUAINEATYUAZANULTI TUNR® 'S'uﬁvumq ufinae ussaunzdou
dnFuen Wathsdaauuuurraiued

- UUMBULUTIIEN atmﬁam‘faas:q%amm?a%aﬂwn'\sﬁ'] FIUUTTNAVURZIWIANINUT

P09t 1aufAKEY i’uﬁvumﬂq itaiau

3. Qmauﬁamamﬂﬁﬂ

3.1 Finish product specification"?

1. Bnmaaendnagy m”amhummﬁ‘s:q‘lu Finished product specification
2. |dentification m’mn’ﬂum’mﬁﬁzq‘lﬂ Finished product specification
3. Dissolution (Acid stage La butter stage) Ws’mhumuﬁ::q‘lu Finished product specification
4. Uniformity of dosage units m’a’«)ﬁ’luﬂ’l&lﬁixﬁlu Finished product specification
5. Impurity / Related substance mwmu@lwﬁs:q'lu Finished product specification

3.2 Drug substance specification : Lansoprazolem’“’

Testtems |  usP

1. Uanmaaendeny 98.0 - 102.0% of Lansoprazole 99.0 - 101.0% of Lansoprazole

(anhydrous substance)

2. Identification ATITHIU AT
3. Appearance of solution - Clear
4. Residue on igniton NMT 0.1%
5. Impurities - Lansoprazole N-oxide : NMT 0.1% - Impurity B : NMT 0.4%
- Lansoprazole related compound A - Impurity A,D,E : for each impurity , NMT 0.1%
(lansoprazole sulfone) : NMT 0.4% - Unspecified impurities : for each impurity ,
- Lansoprazole related compound B NMT 0.10%
(lansoprazole sulfide) : NMT 0.1% - Total : NMT 0.6%

- Other individual impurity : NMT 0.1%
- Total impurities : NMT 0.6%

6. Water NMT 0.1% NMT 0.1%
7. Sulfated ash - NMT 0.1%

A
(G 5iL2) N 0 S vorsreret SRS YremuamenITuMSg

nITauNNY

(WWEMRBINET FAUE) (wiaAgan ;ﬁnqm‘)

winisemsie 4ANB13/2561



UANBLAG 1. natifanadouusinmaiu waive) minTeseviinreinismsla ‘lﬂ”ﬁuuﬁmmnmwsi‘npuﬁ'qnénﬁiﬁi’uagu“@@Y'm
2. Drug substance specification Av13saniudinziuesdkia drug substance wialuiinmei drug substance U89
grnenduiagy atulaatunils %oﬁn’lmﬂaﬁLﬂﬂ:ﬁmuv‘mﬁ"aﬁaﬁﬁmu@
3. nidiguautidmanaiinuessmisingau maa;‘Tmuaﬁm'l.ajmamuﬁ‘[ﬁwmmaﬂszmﬁ i Sredandrdiua
1min'i'1ﬂszmﬁn1:vmammsmqm Fa9 3y e, 2556 Dudn 'lm"’ﬁruﬁ'uqauﬁﬁwmﬂmmmmsﬂsxmﬂ
e

Gaulvdu g
1. ﬁwmewrhmanmsmﬂ@’ffnagapm{uﬂuﬁ sudniueiesmingludsmelng ussduas (declare) URAINE®
1.1 ldAymstunzdoudien mu.2 ne.3 no.4 ududnadl)
1.1.1 luns@indueindaludsznalng wanofls ne.2
1.4.2 'l.unsfiiﬁl,ﬂumﬁwﬁﬁw‘w‘ammﬁomsq wnee ne.3
1.1.3 lunsdifidusnihdhaneredszine nansils no.4
12 ludmedunaiowen ne.1/o.1 vesenilauenm WiBATHa B LARAITEMIAUANN TRMIWYBINR AN AT
aufdunzidon  (finished product specification) waztarinuanmATWIBIIAnAY (drug  substance
specification) nsrﬁﬁag}szijnmﬂﬁ'wuﬂaourﬂmﬁmau avdasunuanaTdwmMwdansvaurly (2.5)
U w3ay finished product specification waz/vIe Drug substance specification Tasvaudludeuiudseme
drzmanadilinnsefing wazluifiu 2 1 o Sudemeadssmenandldnnsafing
2. 1ANATTVIDINATFTIMNIHANLN
21 nadfigwanlulszmalng g{wﬁmﬁaeﬁLanms{usaammg'mmswﬁmr;nmwé’nmm‘ﬂuaz‘iﬁmsﬁﬁ‘lu
MINaAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswianau PIC/S participating authorities
ED! ﬁLanmﬁusaommgmﬂﬁmﬁmmmwé’nmm*vfua:%%msﬁéﬂumwﬁmmmaaﬁ'\ﬁfnomﬂmnssun'ﬁ
2IWIIURTLT NTENTWRITITHGY Zarnnuadulasfanusaansesuasriafiousunsninmaiuaiinmsialu
nsudaen PIC/S lunuaunfliauass aﬂ'u'ehq@mmaumsma%aau‘[mﬁwams%’usaoﬁﬁuﬂszmﬁ
dizmanedidnnsefing
2.2 nsdfidineningraindresana JrAadasflienmsiusaanesgunianiamaandninoeiua:
58msfalunInant GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) lagwuagin
PIC/S participating authorities a1jLAg® musaunIaTareulapinanisiusesiisindemeatsznianan
Bilinnsafind wiaonganaadin ududnd
3. mnmsqmmwwaamﬁmuaﬂm (Fwnnana)
3.1 namIaTiTeneAguWKEan g TaguesNae (Certification of analysis of Finished product) lu
ms;uﬁdmﬂuéﬁazi'm
3.2 wamIamRlienzigunniagauvasdaenddny (Certification of analysis of Drug substance) Al
mswﬁmm?uﬁduﬁm’ﬁaﬂﬁovfamaquwﬁmmua:sq{wﬁmi’mqﬁu
3.3 lanmmlanangududuanudunusizniiummniavesingduyesaaendety (Drug substance)
18 3.2 fuumMInAavasnRaimeionguiagy (Finished product) 78 3.1

e A
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3.4 lunsdaunzidsusnuuinnii 2 9 azdasidiwamweinonanmséinsn Long term stability aafndn
wiadulunsidouguuaas Lm:‘lﬁs"umsmmu%’usauanmsmmj’ﬁa"xmwaou?ﬁ’ﬂ
ad P Y ‘ v Ao . & @ ad
3.5 lunsdiunziiousnutasnit 2 T asdasddunnmwinunanmIdnEIANNAIRITaILUNEY
vndnlunzsdousauae Ltaz"l@ﬁ'umsmmu%'maaLanmsmm{ﬁa"]mwmﬁﬁ'ﬂ
4. gaH19E1
Y] v e ' ' Y f a A as a o 'Y
4.1 disuasien dassedadnnatnaion 3 wihsusraiet Faduaunuuaasnuazidualdasudiu
A o s L% Qe . 9 9/
muwm%m‘lmwaqmauumﬁ"ﬂﬂwmu
5. M3szinqunineidenay (uaastanasnIFuliznu)
A o 'R ' Y o
5.1 s_rmaauaumaaﬁmq‘lﬂﬂ“luuaumﬁ 1 D Wuaniuswey
5.2 mnmmﬁd\mau %G’Taadoﬁﬁl.mmwmzllu%'usaowami@mﬁLﬂﬁ:ﬁmjuﬁdwau
:s' N 1 s I 4 ¥ dl 0 a 1 9 s
5.3 nsfﬁmmaswmsﬁ'lmsqumamomﬁmuauLwammsammﬂ:v\‘qmmw AULTITNNTAFIRILIRS
Sasvaala819 T,@sJcj’mﬂaxéfaadamLﬁu5nmm‘i’m’mﬁ%mUﬂ’ﬁnwsdomsw'il,ﬂsww"l,ta:Lﬁtt@’%’ﬁﬁ@‘ﬁﬂﬂ
) Q1 d' A o/ = A " [} Qs 1
dlgeifedeslunsasniensigummw nydifwuhenliduldmagmainsuzianz wihensnsue
FUAN D LR TN NS AR TINN NG INE IS ;‘{mmm:m?a;iwa@fluﬂ%'wiavlﬂ
9 o/ s n:l‘ A 9/ = dl a A v ' ° udd}
54 ffansazdasiifouenidl am'lnaﬁmmq wiallaiamaienamweadsenilag daudmuslesbifiGawly
4 4
6. 1ana13ldanludn 9
6.1 winenfaua lilganduuuy (original drugs) dasinsisauaainisnaaay Bioequivalence NILawua
wWisuisuiuenduuuy lasdmsnmdasdullamunsninamivazuwy jodlunisdnmasuyaasm
a o a 5 ‘r o O
FAYVOIF N INUA T NTTUM IB M TUREEN nszmwmmsmq‘u( M lunsdidunzifoudrsusanauuuen
sgylval (ldiaanzidouen NG) mmsnUmi'umsu,uuLanmsmsﬁnm%aaugamaom
7. flaunana (J1e) Busaaldonidndygrianasuimue dk
o . PS ¢ & a & ' v o
71 nsmwamsqumﬁmmﬂmmumnnsm*nmmamnmt.wwzﬂmﬁu‘lﬂmummgﬂwammm
=3 Qs =Y A’ v o v 2
72 nszﬁwamnmﬁm’nuﬂugnL%'ﬂmﬁuﬁumnﬂawmﬂiﬂ:Jmummﬂmznssumﬁmmma:m Tug9an
Qs A’
YaIFY YT TOLUY
a ~ a o ¢a ' ' a a @ A wa
7.3 nsmwuﬂtqummwmnwa@nnwmm'«amwamaﬂsxmﬁwaua:mwﬂaaﬂnamaaﬂww‘lﬂmm
fl a aVM v a o s a o O
8. ‘v\mmﬁ’nmwamauawﬁ{lmuwmsmNamnmwfmwﬁﬂs:i’@‘ignL?ﬂﬂLﬁuﬁuTﬂUmunmuﬂmznssums
amsuazenluszuzian 1 dhawindszmadszmanadidnnsafing

HUYLINAG) g9899n

1 = General requirement 2aLNFT§ITUEMIL Finished product JUuUY Tablets

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, 2008.

3 = The United states Pharmacopeia 38

4 = British Pharmacopoeia 2013

5 = ASEAN Guidelines for the Conduct of Bioavailability and Bicequivalence Studies Lm:ejﬁan’nﬁnm%'aﬂszﬁwﬁwa
Lm:’?mugﬂmmmﬁmﬁm‘ﬁm AR LY SUNIUAENTTNNMTATATURZEN NIENTRITIIUFY

4 y/
[CEki2) P /(A/ ....................... UseTUAULNIINNNT

o A
(R [2) O N3NNI [R5 12) J e nITuMs
(WHRNMHDINAT IAURY) (wiafygn *g%nqu)

win#3/unsie ‘I.!W?.IB1312561



51ﬂaztﬁﬂﬂqmﬁnum:mwnlmuﬁﬁmanmsmsﬁ'ﬂ%anﬁﬁmfﬁm
a2 B14 /2561
3187150 10 Octreotide 0.1 mg/mL injection

aulsenAIINIA quaswmﬁ

1.8a81  Octreotide 0.1 mg/mL injection

2. amaniian2

2.1 guuuy dusnsazawuneanide e Lids swivda

2.2 gausznay Usznaushodaen Octreotide (lugd peptide 8&3%) 0.1 mg lutSanas 1 mL

2.3 MIULUIT Uiﬁi]‘luﬂﬁ’ﬁu:Uﬁa@ﬂi’lﬂ‘ﬂ’mL%ﬁl%ﬁ@LLﬁQ LLazussqﬁ’mﬁﬂaaﬁmLao

2.4 28N - szq‘z’}am fIULTZNoUMIBEARATAINLTY TUNER 'Tuﬁvumq wufinda tnanzidow
nzudoudiven uaeitmsiivinse Hagntaauunussaiom

- UWMTULUTTIEN amaﬁauﬁaanq%am WiaBanmensei saulsnaLuasIwIanINN

LS9UBIL LAUTINGA fuﬁvumqvlﬁ'mmu

- ST MuLINFaulRIALALLNN 2-8 IR TALTER Uuussﬂﬁm‘ﬁua:nwuwssgm

3. amadNlanIinana

3.1 Finish product specification"”‘z’

1. YSunmesay maamumuﬁszqh Finished product specification
2. |dentification test m’mmumwﬁszlﬂu Finished product specification
3. pH @li’mmumw‘ﬁ'i:ﬂu Finished product specification
4, Sterility test ATIHU
5. Bacterial endotoxins @li'smhumu‘ﬁiz‘lﬂu Finished product specification
6. Particulate matter ATIHU
- 9Ua = 10 pm LU 6,000/container
- w1 = 25 um WiLAiu 600/container
7. Volume in container ATIIW

Gonladu 9

1. éhL*mmwmmanmimﬂﬁfuagtymi‘jruml,ﬁw@‘iﬁumﬁaaﬁmmuluﬂszmﬁ%m wadUed (declare)
LWRINER
1.1 'Luém”tyms%uml,ﬁwﬁﬁ'um (N8.2 1.3 N84 UFUANTHA)
1.1.1 lunsdifidueniindalulsinalng wanefs ne2
1.1.2 ’Lunstﬁﬁl,ﬂumﬂ'n%Lﬁiammﬂaussa; wuwhs ne.3

1.1.3 lunsdin dueniudnanednsdseine wanods ne.4

nIsuNIg

(WHENIFBINGT TAUES) (wadynn J3nnad)
o W q

winitmunsi10 gafiB 142561



12 lusmedunadouen ne. /o1 vasenfiaueTien wi”a&mUa:LSmﬁ"s{amsmuquqmwwmaawﬁmﬁ’mﬁ
anufitunsion  (finished product specification) uazdarinnuag WATWVBITARAY (drug  substance
specification) nstﬁﬁastdnmnﬂﬁamuﬂaoLLﬁ"LmLﬁ'mau AT DILUDLANETELWIAWEN BT AN 1 (8.5)
¥In3ay finished product specification Way/1"38 Drug substance specification Tappaunluniewinlszna
Usemasadiinniafing uaslaitin 2 9 o Fudszmedszmanandiinnsefing

2. LANAITUTDINNAITINNIIHAA LN

2.1 nsdgnuaaludsznalng NNa@mawLanmﬁmaammmumiwammmwanmmLLavaﬁmsmlu
nsHa®e PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tz PIC/S participating authorities
738 uLanmssmaammﬁmmswammmwanmmmua 3BT UNTN ALV EIUNRAULNIINNNT
BRITUAZEN NIENTHETITUFY 2 srmuatulasdanysaansosuasiafisununaninmriuag 53 sfialu
nsudann PIC/S lumsnaenfiauee mmmEg@musaumsmmaaﬂ@mmamssusaommﬂsvmﬂ
Usznmianadidnnsefing

2.2 nsdiinegingienaelseme o KWAad a\mLanmﬁmaammmumswammmwanmm‘mm.,
aﬁmiﬁﬁlumiwﬁﬂm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tapniienn
PIC/S participating authorities 2UUEEA snusaUMsasiasauladnansTutesieiudszmadszmanm
Biannseiind nSeanyanandw LAILANTOA
3. mnmsqmmwmaamﬁltauaswm (Enwnwang)

3.1 Namsm’m’imsﬂ:ﬁqmﬂwwﬁmﬁm‘ﬁ gnd3aguvesiia (Certification of analysis of Finished product) T
msumal,ﬂumama

3.2 Nams@mmms’vmmmwmn@waammmﬂm (Certification of analysis of Drug substance) “n'l,‘ﬂu
mswammmmuﬂumam\'mwaawwammuamwam@mu

33 Lanmsv\sa%anmmuuuﬂ’nmuwuﬁiwmmmmswamJammn@waommmﬂm (Drug substance)
48 3.2 nusumswamawamnmmmmmsﬁ (Finished product) 7@ 3.1
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8NN 11 Pantoprazole sodium 40 mg sterile powder for injection
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1. 3aen Pantoprazole sodium 40 mg sterile powder for injection

2. amsasiianialy
2.1 yuuny unstndseanida dwsuda
22 smdszney  Usenausiuaien Pantoprazole sodium ﬁ"amgaﬁu Pantoprazole 40 mg
2.3 MTUzuIN mﬁglum?m:mmma@ﬂsmmnL%{a LLa:mﬁgﬁmﬁﬂaaﬁmm
2.4 287N - s:uﬁam FIUUTTNOUAILFI N YUAZAINLTI THHES 'Tu?rvumgj WA lnzSou
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3. AMANUANIINAKA

3.1 Finish product specification"”

1. USnnmenondney msaﬁ]mummﬁs:y‘lu Finished product specification
2. ldentification ﬂﬁwmumwﬁimlu Finished product specification
3. pH mw&hummﬁﬁzgh Finished product specification
4. Sterility test ATIIHU

5. Bacterial endotoxins m’aﬁlﬂi’m@rmﬁi:iﬂu Finished product specification
6. Particulate matter ATITHIN

- W1 > 10 um LAY 6,000/container

- YUIA 2 25 um 1LA% 600/container

7. Water content mww‘mmmﬁimﬂu Finished product specification
8. Uniformity of dosage units @ilﬁ]ﬂq‘ﬂums\lﬁitylu Finished product specification
9. Impurity / Related substances @nw’mmmﬁimﬂu Finished product specification
3.2 Drug substance specification : Pantoprazole sodium™ *
Test Iitem USP 38 BP 2013
1. ﬂ%mmﬁ’smﬁ’lﬂ”{y 98.0 - 102.0% of Pantoprazole sodium 99.0 - 101.0% of Pantoprazole sodium
(Calculated on the anhydrous basis) (anhydrous substance)
2. Identification ATITHU ATIVHY
3. Appearance of solution - AT
4. Optical rotation - -0.4° to +0.4°
(Dissolve 0.2 g in 10 ml of water R)
7 5. Water ) 5.0% - 8.0% 59-6.9%
6. Heavy me{als NMT 0.002% - NMT 20 ppm -

n3suNIg
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3.2 Drug substance specification : Pantoprazole sodium™® (Gia)

Testitem USP 38 BP 2013
7. Related compound ATIVHIRAN test 1 W3 test 2 - Impurity A : NMT 0.2%
Test 1 - Sum of impurity D u8e 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 (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%
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oshazenlnIzusan 1 Jneutudsemeadsemasansdnnseding

waawme  §198997n
1 = General requirement 28 LN&BFITUFINTU Finished product JUuuY 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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YN 12 Peginterferon alfa 2b 100 mcg sterile powder for injection

muﬂszmﬂﬁ'wi’mqumwmﬁ

1. §oen Peginterferon alfa 2b 100 mcg sterile powder for injection
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2.2 @uUsney BavarauNdsn Ysnaudiodae Peginterferon alfa 2b 100 mcg/0.5 ml 114 1 27@

A & o Y @ '
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3. aMENUANIIINABA

3.1 Finish product specification®

1. Appearance of the solution

@iwmumwﬁimlu Finished product specification

2. |dentification

FOILFAINITATI oTun
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

. pH

7399AWATEY LU Finished product specification

ATIVNU

. Bacterial endotoxins

maﬁm’mmwﬁitylu Finished product specification

5
6. Sterility
7
8

. Purity 1a 3% HPIEC w30 HPSEC / Impurities
VI oxidized forms,dimers and high molecular

weight substances

mmm%@m‘ﬁﬁ:ﬂu Finished product specification

9. Moisture content

miwmumwﬁi:ylu Finished product specification

10. Particulate matter
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s18A1SN 13 Sodium bicarbonate Injection 7.5% wiv, 50 mL
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1. 3asn
2. amaNena Y

2.1 g'ﬂmm

Sodium bicarbonate Injection 7.5% w/v, 50 mL
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22 swdszney  Usznaumedlsn Sodium bicarbonate 7.5 g/100 mL USu1as 50 mL/1 NTUSVITY
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- UWMTueuIsen adnelendassyden wSetaniomsd 321J total osmolar concentration

1% mOsmol/L $30 mOsmol/mLm
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Namim%ﬁl,ﬂﬁ”ﬁﬂmn’lWLﬁuvLﬁm&J Finished product specification w8z Drug substance specification ﬁ
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3.1 Finish product specification

M2

Test Item

USP 38

BP 2013

1. Sy

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

bicarbonate

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

bicarbonate

2. ldentification

ATITHTU

FTIVNU

3. Bacterial endotoxins

NMT 5.0 USP Endotoxin U/mEq

NMT 1.7 (U per mL

4, pH

70-85

mafﬂmummﬁizylu Finished product

specification
5. Particulate matter ATITNU ATITN U
- 2@ > 10 pm T3iifn
6,000/container
- UWIA 2 25 pm LA
600/container
6. Sterility B ATIU mmmu )
7. VoItTrﬁ;in container FATINU - ATIINU T
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........... nIsune

(WInSN §ISTUNII)

(WNRMFDINGT aLRa)

Wi 1S8n97i13 qﬂﬁ814/2561



3.2 Drug substance specification : Sodium bicarbonate "

Test Item UsP. 38 BP 2013
1. ﬂ?mm@"amﬁm"ty 99.0 - 100.5% of Sodium bicarbonate 99.0 - 101.0% of Sodium bicarbonate
(Dried basis) (Dried substances)

2. Identification ATIY ATHU

3. Appearance of solution ATIVRIU ATITHU

4. Normal carbonate AU The pH of freshly prepared soIUtions
: NMT 8.6

5. Chloride NMT 0.015% NMT 150 ppm

6. Aluminum NMT 2 ug/g -

7. Arsenic NMT 2 ppm NMT 2 ppm

8. Heavy metals NMT 5 ppm NMT 10 ppm

9. Limit of ammonia #7338H7% (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. Suifates NMT 0.015% NMT 150 ppm

16. Limit of organics NMT 0.01% -
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2. 1ONATTUIBINIAIFIBANTHAA L
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MINERLT PIC/S (Pharmaceutical Inspection Co-operation Scheme) I@U%u?m’m PIC/S participating authorities
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