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S’]ﬂmiﬁ 1 Cyanocobalamin 50 mcg, Pyridoxine HCI 5 mg and
Thiamine HCI 100 mg (Vitamin B1-6-12) tablet
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1. Bawn Cyanocobalamin 50 mcg, Pyridoxine HCI 5 mg and Thiamine HCI 100 mg
(Vitamin B1-6-12) tablet

2. amaanianaly
2.1 yuluuy Wusuda #wsusvlsemu
22 dwdwnay  Ussnaudaneaen Cyanocobalamin 50 mcg, Pyridoxine HCI 5 mg Uaz Thiamine HCI 100 mg
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3. AnANLGEMIINATA

3.1 Finish product sgecificationm’(z)

1. Ylnmdmeng mwmuﬂ‘mﬁ'nq‘lu Finished product specification
2. ldentification m'aﬁlmumuﬁs:q‘lu Finished product specification
3. Dissolution ﬂs’mmuﬂ’mﬁizq‘lu Finished product specification
4. Uniformity of dosage units L EREgIN

5. Impurity / Related substance ﬂﬁamu@nu‘?{ixq’lu Finished product specification

3.2 Drug substance specification

3.2.1 Cyanocobalamin™®

1. ﬂ?mmﬁ"&mﬁ‘m“m 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 ATIWY a729 %

3. Related substances 78,8p-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%

o
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3.2 Drug substance specification

3.2.2 Pyridoxine HC1®®

- Yinmdeddy

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. ldentification AT AU
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. Chioride 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™

- USinmdamddy

98.0 - 102.0 % L.A. of Thiamine HCI

(calculated on the anhydrous basis)

98.5 - 101.0 % L.A. of Thiamine HC|

(calculated on the anhydrous substance)

2. ldentification ATIVNY ATIIY
3. Appearance of solution - Ciear 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%
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Rawluguq
diswenadasindnuimndhoienans w%’auaamyﬁa"bia%'maotanmsfmﬂé’ﬁé'm'm Tyazdua
aoib
1. Lanmsmsvl@f%’um;xty']mifunnﬁﬂuﬁﬁumtﬁaﬁmﬁwuluﬂszmﬁ‘lm uazdIUAY (declare) unaInEn
1.1 luddymsiunadoudiivgn (N8.2 n181.3 Ne1.4 ududnTl)
1.1.1 'lunstﬁ'?ﬁﬂumﬁwﬁmlnﬂmm‘lm nwds ne.2
11.2 1un7tﬁﬁnﬂumﬁ1L'fv"n,v‘v‘anml,ﬁwssq wefs ne.3
113 'lunsrﬁfftﬂumﬁmﬂ"mnehaﬂs:mﬂ nefla ne.4
12 Wdmedun=oum ne.1/e 1 Ya3nfiisuaTan ws”aamuanﬁnw"ﬁamsﬂmquqmnwmaowﬁmﬁm‘rf
muﬁ‘ifumtﬁﬂu {finished product specification) LLa:ﬁ'aﬁmuﬂqmmwmmf@qﬁu (drug substance specification)
nﬂﬁﬁaglis:wj'mmﬂﬂﬁuuuﬂaaun’”lmﬁlmﬁu a:m"aau,umaﬂmsﬁ’nmmwﬁwmwaun‘”l'u (2.5) NIwsaw
finished product specification uaz/n3a Drug substance specification Ta sy lfautudszmeaszniasen
diinnsafing wazlifin 2 o Mdrmadssnianadidnnseiing
2. 19NEITUTRININIFIMMINAREN
24 mydifismdatwdsamatng ;jwﬁmi’aaﬁtanmﬁ'mmmmpumswﬁmﬂmmmﬁ'mnmffﬁuaﬁ%msﬁmu
MINANLT PIC/S (Pharmaceutical Inspection Co-operation Scheme) Iﬂﬂv\mm’m PIC/S participating authorities
w3o ﬁmnms%’usaammg’mmswﬁmmm&mﬁ'nan‘vTLm:?“ﬁmsﬁﬁlun'lwﬁmm’uaaﬁﬁﬁnmuﬂmnsmms
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ezmanadidnnsafing
22 nadtimdugmingroneesana HrAndasdionmriusesnasgmMnIsREAEnmuRR NI URe
BmialumIndag GMP PIC/S (Pharmaceutical Inspection Co-operation Science) laewsiew PIC/S
participating authorities %38 GMP clearance atuMgamNsaLMIATIAEEY Toudinamssusasfistudsema
deemanadidnnsafing wiaayanandw usudnsd
3. teandIAM MBI TIIaRE TN
3.1 NamsemﬁLﬂﬁ:qummwwﬁmn”m‘ﬁmﬁﬁﬁagﬂmaosj’wﬁm (Certification of analysis of Finished product)
luﬂ'lg'uﬁﬁmﬂum”aaai'm
32 Namsm’mﬁmﬂ:ﬁqmmwfmqﬁwam"’;mﬁ’m”ty (Certification of analysis of Drug substance) #1111
mswammjuﬁﬁatﬁuéﬁaaiwvfwaac‘il'wﬁﬂmuaz;j’wﬁwi’mqﬁu
33 Lanmiﬂ?aﬂé‘niwuﬁuﬁummﬁ'uw”ufsw'j'm;'umswﬁmaai’mqﬁwaam“'zmﬁﬁmw (Drug substance)
%p 3.2 ﬁ'ug'umswﬁwawﬁmn"meﬁmﬁwL%'agﬂ (Finished product) 7 3.1
3.4 Wan3FAN1 Long term stability maamhamzyuaamﬁifumLﬂuu'h”n"uz%']ﬁ'm'mﬂmznssumsmms
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4. Aad19e

4.1 flauaman dasdaiaassnatinatan 3 WU mtﬁumuwummﬁuauaﬂﬂ'lﬂ”ﬂsun"'m
mwmﬁumlummaﬂmaumm"lﬂmmu
5. mydszinamnnenitdesnay (uaastand TN ITUEiN)

5.1 m'naauaumawmulﬂﬂ“iuuanmﬂ 1 § duaniugsway

5.2 mwmmwmuau o @mdmmtmmwmﬂlususaqwammmmLﬂﬂ“Mmsu‘nmuau

5.3 nsmmmuwnmsmmsaumamommwamwammﬂmmﬂ*mmmw wgTrnTIEnide
T29v0a28818 TﬂUNmmvmaammmuanmummummUﬂ'um'smmm’uﬂﬁ"uLmyl,ﬁumuwmau
m‘l’ﬁﬁnzmmmmaa'lumsmwammmammw nsm‘nwmwm‘lmﬂu"lﬂmuﬂmanummwm wihgrnng
11ammaﬂﬁ‘lmuwmsmn'ﬁmuaﬂmmmnm’ruao mnuLLa”/maNNam'lumma'hJ

5.4 wmsamaasmﬂanummam'lnavmﬂmﬂ wiaiflafansidouanmdanys=nsle 9 fiauinua lag
LifiGawly
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6. lanam (A2e) Emuau‘lv’lemané’mm'lfiauﬂ‘suﬁ'muﬂ Akt

€

6.1 nsmwamsamﬁmmﬂmmu Iﬂzmsannmmamsmsuwnwsaﬂaaﬂgummsw‘lmmmmu ISO/IEC
17025 1aiiduly mummmwﬂamvmﬂ'luﬂsymﬁﬂsmmﬁm

6.2 nmwamnmm m*maunmmnmunumnﬂ Tasemalagdminuanenssumsaisuazen RPN,
ammmmaa:ma

6.3 nsmwuﬂmmﬂmmwannwamn”mm’ﬁmadaNawiaﬂswﬁwﬁwau,a*mwﬂaaﬂnwawﬂwﬂﬁlﬂsvm
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nagineg : 81989970

1 = General requirement YaILNFTAITUSINTY Finished product JUULY 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
(R2) ; Current step4 version, 2006.

3 = The United states Pharmacopeia 41

4 = British Pharmacopoeia 2016

A
...................................... UssmuamensTams
(mum;/ TITIUNIW)
e
4 oé_ )
(OID)eoere nTIUANT (89%52).coen...... %‘/ ....................... ATINANT
(WWEIFBINAT TAuURY) wawnasim dealewen)

Wil emsit gaile20/2563



swa315zmqmé’numzmmzuuuﬁ’wmanmsn'ﬁa‘“m%arwﬁ’mcﬁm
~
t1aan B20 /2563
s18n15N 2 Ergocalciferol 20000 unit capsule
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1. M Ergocalciferol 20000 unit capsule

2. amasnianalyl
2.1 3uuuy Wueidauatyn dmsusudsmu

2.2 gmsznay  Ustnaudaaaaen Ergocalciferol 20000 unit 1w 1 Lila

23 mruzuiny usnaluwesdesdin dasiuussuazanusule _
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3. anaaniannane

3.1 Finish product specification'”

NLT 100.0% and NMT 120.0% of the L.A. of Vitamin D as

ergocalciferol

1. USnmdandngy

2. Identification AIITHIH

. y . I
3. Disintegration mi’Jﬁ]mumuﬂS:q‘lu Finished product specification

4. Uniformity of dosage units AT

3.2 Drug substance specification : Ergocalciferol o

1. YRanaudendnn 97.0 - 103.0 % L.A. of ergocalciferol
2. Identification AT

3. Reducing substances ATIH

4. Melting range or Tempreture 115° - 119°

5. Specific optical rotation

+103° to +107°
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181N 3 Lansoprazole 30 mg orodispersible tablet

muﬂszmﬁ&mi’mquaﬂﬁmﬁ

1. Hae Lansoprazole 30 mg orodispersible tablet

2. amanianaly
2.1 3Uupy Dusuda gUuuy gastro-resistant tablet Tiauandals: (orodispersible) &ML sTM
2.2 dwdsznay dsznaudrsdaen Lansoprazole 30 mg 1 1 Liia
23 mawzussy  usnluusedeadin Uastuusiuaznnuiu
2.4 agn - izq%'am MU NBUAINEINYUASANILTY TUHER 1”u§umq wufinda wazanzdou
@suen 13 s NTaUUNLTIIA TN
- URMBULUTIPN aahaﬁauﬁaqszq%amﬂ?a%amomsﬁw FIULTZNAUUATIWIANNAULTY

YpIEN LRVANE® i’uﬁumq 1irauau

3. amENLiGNIINALA

(1:(2)

3.1 Finish product specification

1. ﬂ?mmmmﬁm"ty 90.0 -1 10;0% of the L.A. of Lansoprazole 95.0 - 105.0% of the L.A. of Lansoprazole
2. Identification ATIN ATIWU
3. Dissolution Acid stage : NMT 10% of the L.A. of First stage (pH 4.5) : NMT 10% of the L.A.
Lansoprazole is dissolved in 60 minutes of Lansoprazole is dissolved in 45 minutes
Buffer stage NLT 80% (Q) of the L.A. of Final stage (pH 6.8) : NLT 75% (Q) of the
Lansoprazole is dissolved in 60 minutes L.A. of Lansoprazole is dissolved in 45 minutes
4. Uniformity of dosage units | a3/ ATIHIU
5. Loss on drying NMT 5.0% -
6. Related substances - - the area of any peak corresponding to
impurity A : NMT 0.3%
- the area of any peak corresponding to
impurity B : NMT 0.4%
- the area of any peak corresponding to
impurity E : NMT 0.3%
- the area of any other secondary peak
: NMT 0.2%
- the sum of the areas of all the secondary
peaks : NMT 2.0%
CRL) N / A AserwamznTum
(W3 FITIRNN)
o
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3.2 Drug substance specification : Lansoprazole!™?

- Bnmdandndy

98.0 - 102.0% of Lansoprazole 99.0 - 101.0% of Lansoprazole

(anhydrous substance)

2. Identification AT AU
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%
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18NN 4 8% Glucose, 2.2% Amino acid and 2% Lipid emulsion for

intravenous infusion 910 kcal, 1500 mL

aNlsEnAIVIRaYAIIYET

1. Bamn 8% Glucose, 2.2% Amino acid and 2% Lipid emulsion for intravenous infusion
910 kcal, 1500 mL

2. anvanvanaly

2.1 guuy Wumsamisdnennide dmsuldmanssaidaad (intravenous nutrition)

2.2 #udsznay 11«5 1 m’nu.msa 1,500 mL lﬂwmmu 910 keal ﬂi“ﬂaUﬂ’JfJ@]’JfJ'l 3§ LLEIﬂ’ﬁE]\‘ﬂJm

(three chamber bag) mu

M f13azanel’vas Amino acid with Electrolytes 138105 600 ml Usznaueie L-Alanine 4.56 ag/l,
L-Arginine 2.53 g/l, Glycine 2.27 g/l, L-Histidine 1.06 g/l, L-Isoleucine 1.32 g/, L-Leucine
1.61 g/l, L-Lysine 1.28 g/I, L-Methionine 0.88 g/l, L-Phenylalanine 1.23 g/I, L-Proline 1.50 g/l,
L-Serine 1.10 g/, L-Threonine 0.92 g/, L-Tryptophan 0.40 g/, L-Tyrosine 0.09 9/l ua¥ L-Valine 1.28 g/
e Electrolytes etun Sodium acetate 3H20 0.98 g/I, Sodium glycerophosphate 5H20 2.14 g/,
Potassium chloride 1.19 g/l, Magnesium chloride 6H20 0.45 g/l, Anhydrous glucose 80 g/l Uaz
Calcium chloride 2H20 0.30 g/l

a"mﬁ 2 Usznaudan Biatudunivas Lipid emulsion Y3113 300 mi (30 g)

mwn & 3 Usenauaae ssacaelzusd Glucose (anhydrous) solution U331615 600 ml (120 g)

2.3 n1rue U‘S‘iﬁ] usm‘lumw*usﬂmm ﬂﬂﬁmmma uvy 3 ’D‘Bx‘liﬁi’ﬂ

2.4 aan U’ﬁatl"l muﬂs,ﬂaummmﬂmuawm’muse TUNAR ma‘ua’m LR‘IJ‘VINEW] HRSLaY

nziduudrsuen Ltanﬁmsmmnmmvhamammunumsanmm
- U%ﬂ']’ﬁquﬁigm amauamaﬁ‘;qmm ma’ﬁamomsm a’mﬂs:namm:mu’mmm
ATINUTIVBIEN 1RUAHER 'S'uﬁvumq"l.ﬁ'@wu

3. ausiAMINARa

3.1 Finish product speciﬂcation“)

3.1.1 13871115 Glucose solution with Calcium

1. ldentification m‘aﬁm’mmuﬁﬁzq‘lu Finished product specification
2. FBnudanddy
- Glucose GIT’JQN']%VI’?SJ#?:‘).“I'W Finished product specification
- Calcium ﬁi’mmuﬂ'\uﬁiziﬂ.u Finished product specification
3. pH m’aamumuﬁs:qlu Finished product specification
4. Appearance Clear
5. Particulate matter (Particulate contamination) a3

-vwm >10 um Tlifiu 25 sumamL

-9w1a 225 pm Fllifiv 3 aymemL

P /L/

(89%9)............... /4 ..................... denuamenssums
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3.1.2 #1997111 Lipid emulsion

1. Identification ﬁsa%ﬁﬁuﬁﬁuﬁi:qlu Finished product specification
2. YTnmdaendey 90.0 -110.0% of the L.A. of Lipids

3. pH maﬁlmumuﬁizlﬂu Finished product specification
4. Droplet size mn'«amumuﬁszq'lu Finished product specification

3.1.3 8199271113 Amino acid solution with Electrolytes

1. Identification m'nm’lum'mﬁsquu Finished product specification
2. Bunmdandrdiy

Amino acid m’ﬁlmumuﬁizlﬂu Finished product specification
3. pH mmmuﬂw‘ﬁi:qlu Finished product specification
4. Appearance Clear
5. Particulate matter (Particulate contamination) ATITHY

-2 > 10 pm Tlifiu 25 auniauml

-3wa 225 pum Flifu 3 aymemL

4 & o 4
3.1.4 grvazargdianauns 3 @ (Mixed solution) ﬁﬂ\‘lllﬂﬂ\!ﬂ'l‘iﬂ?’l‘il [0

1. Bacterial endotoxins ﬁi'nw"mc*nuﬁ.sxlﬂu Finished product specification
2. Sterility test AU
3.pH m’;qmumuﬁsquu Finished product specification
4. Osmolality Glﬁi}d'mm&l‘?l"iquu Finished product specification
5. Extractable volume AU
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2. 1aNEITUIBINATFINATIHAR L
21 nsdifigmdalulsamalng HuRadasfilanmiusennaspumandaenaamsninowiuasdsnsiialn
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deemaenandidnnsefing wIaayanaadn usudnsd
3. lanmsﬂmmwmmmﬁmuaﬂm
3.1 Namsmnmmﬂmﬂmwwwam mmmmtsasﬂmaowwam (Certification of analysis of Finished product)
'lumsuwaotﬂumama
3.2 manIasvTianziamnmianfurasdaendfty (Certiication of analysis of Drug substance) 7l
mmammmﬂa\uﬂumamammawwammtmvwwammmu
33 tanmsmamngmnuﬂuﬂ'mauwuﬁszmwgumswamman"’mqm“umam‘"smﬁa"m (Drug substance)
78 3.2 ﬁ'u;'umswﬁmaqwﬁmn"m‘vfmz%’n,%agﬂ (Finished product) 78 3.1
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318M1571 5 Sodium bicarbonate Injection 7.5% wiv, 50 mL

muﬂszmﬁﬁ'wi’mquaﬂ%mﬁ

1. #aun Sodium bicarbonate Injection 7.5% wiv, 50 mL
2. aowasnianialy

21 suuuy WuasazaoUmannde ls Widd dwinde

22 dwnay  Usznaudiedann Sodium bicarbonate 7.5 g/100 mL USu1as 50 mL/1 MAULUTTY

23 mMTUzLIN msqlumwqumﬁﬂﬂﬂﬂmm%a siauIaut Type |

24 amn - s:q’ﬁiam FIBUTENIUMLNFIAPUAZANINUTI TUHER fuéumq Wwufinde tnunzdion
fsuen Lm:?%mstﬁu%'nmﬂ”nvl's"aai'w'&’mwuumsqﬁmwf
- uumw:umm aﬂﬂdﬁﬂ&lﬁ'ﬂﬁ:q%am M?a%amm'ﬁﬂ"’l 321 total osmolar concentration
1% mOsmoliL 38 mOsmol/mLm

TYHUUTNOLUAZ VNN NAULTIVBIEN L8VTHER i’uﬁumq'l'a”’ﬁ'mw
3. AN IImana

3.1 Finish product sgecification‘"’(z)

1. WRnuaadegy 95.0 - 105.0% of the LA. of Sodium | 94.0 - 106.0% of the L.A. of Sodium
bicarbonate bicarbonate
2. Identification ATITHU : ATITHIU
3. Bacterial endotoxins NMT 5.0 USP Endotoxin U/mEq NMT 1.7 IU per mL
4. pH 7.0-85 mmshumuﬁszq‘lu Finished product
specification
5. Particulate matter ATIIHU ATV

- 1U9 2 10 pm TaiAn
6,000/container
- W@ > 25 pm et

600/container

6. Sterility AT ATIINW

7. Volume in container AT ATITNIG

A / /k__’____
(89%D) ... / Uszmuamenssums

(Wiin3n gITImnw)

4 A -
(BITD) v nNITUNIT (8378) W nITANIT

(WHRNFBINAT Tauay) wwrnesint daylwen)
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3.2 Drug substance specmcatlon Sodium blcarbonatem @

Test Item e b o USP o
1. ﬂsuﬂmmmmﬂm 99.0 - 100.5% of Sodium bicarbonate 99.0 - 101.0% of éddiuh bfcarbonate
(Dried basis) (Dried substances)
2. Identification AU 79U
3. Appearance of solution ATINIU NTIIHIN
4. Normal carbonate ATIIN The pH of freshly prepared solution S : NMT 8.6
5. Chloride NMT 0.015% NMT 150 ppm
6. Sulfate NMT 0.015% NMT 150 ppm
7. Sulfur compounds NMT 0.015%
8. Aluminum NMT 2 pg/g -
9. Arsenic NMT 2 ppm NMT 2 ppm
10. Heavy metals NMT 5 ppm NMT 10 ppm
11. Limit of ammonia NMT 20 ppm NMT 20 ppm
12. Loss on drying NMT 0.25% -
13. Iron NMT 5 ppm NMT 20 ppm
14. Calcium NMT 0.01% NMT 100 ppm
15. Magnesium NMT 0.004% -
16. Copper NMT 1 ppm -
17. Limit of organics NMT 0.01% -
18. Insoluble substances Complete and Clear -
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3. AnANLAMIINARA

3.1 Finish product specification”

1. SRinmandey 90.0 - 110.0% of the L.A. of Sucralfate

2. Identification AU

3. Disintegration NMT 15 w1l

4. Uniformity of dosage units ATITHIU

5. Acid-neutralizing capacity Not less than 12 mEq of acid is consumed

3.2 Drug substance specification : Sucralfate™

e L8 D T . sk
1. USunmdandng 30.0% - 38.0% of sucrose octasulfate
2. Identification a39HU
3. Clarity and color of solution Clear and practically colorless
4. Acid-neutralizing capacity Not less than 12 mEq of acid is consumed
5. Chloride NMT 0.50%
6. Arsenic NMT 4 ppm
7. Heavy metals NMT 0.002%
8. Pyridine and 2-methyipyridine For each NMT 0.05%
9. Sucrose heptasulfate NMT 0.1
10. Aluminum 15.5% - 18.5% of aluminium (calculated on an “as is” basis)
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S‘]&ln'ﬁ‘ﬁ 7 Ursodeoxycholic acid 250 mg capsule

Wmilszn'lm‘i’awi‘ﬁqumwmﬁ

1. ﬁlam Ursodeoxycholic acid 250 mg capsule

2. amsdsnianialy

2.1 3uuy LﬂumLﬁﬂuﬂﬂsga fnsusudsenu

22 #utenay  deznaudadaen Ursodeoxycholic acid 250 mg lu 1 e

23 muuztssy  vanyluunedaaiin dasiuussuszainaiu
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3. AnENLIGMIImaATa

3.1 Finish product specification”

1. Ruouan U‘lﬁ'lﬁ'ty 95.0 - 105.0% of the L.A. of Ursodeoxycholic acid

2. Identification ATITHIU

3. Dissolution waaInsazaelikaenda 70% of the LA. of Ursodeoxycholic acid
meluam 45 wii

4. Uniformity of dosage units | #5196%

5. Related substances - any peaks corresponding to chenodeoxycholic acid : NMT 1.5%
- any other secondary peak : NMT 0.5%
- Total impurities : NMT 2.1%

3.2 Drug substance specification : Ursodeoxycholic acid "

1. ﬂ‘%mmmvimﬁ'm“mv 99.0 - 101.0% of Ursodeoxycholic acid (dried substance)
2. Identification A3
3. Specific optical rotation +58.0 to +62.0 (dried substance)
4. Impurity C NMT 0.1%
(BITD).eienn / M ............. dsesuamenIsung
0[ (Win3n gavIminw)
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3.2 Drug substance specification : Ursodeoxycholic acid (oia)

5. Related substances

- Impurity A : NMT 1.0%

- Unspecified impurities : for each impurity, NMT 0.10%
- Total : NMT 1.5%

6. Heavy metals Maximum 20 ppm
7. Loss on drying Maximum 1.0%
8. Sulfated ash Maximum 0.1%
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