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5791150 1 Galantamine HBr 8 mg prolonged-release capsule
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1.%82!’]

Galantamine HBr 8 mg prolonged-release capsule

2. amasara

Arna' o Qe Qs
2.1 3duuy Lﬂuml,ﬁmmﬂ‘ga sUuuvaangniifiu (Prolong-release capsule) fwsusudssmMu

2.2 éwtlsznay 1w 1 1da Usznaudpaaen Galantamine HBr 8 mg

a A ¢ A . ¥ e A e
2.3 n’l‘liu:USiﬁ]‘ ‘]JST?].%LLNQE]QNL“U&WQBUR %90 blister pack ﬂaanumm’ﬁu'lﬂ
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3.1 Finish product specification”
1. YSunmearsndagy 90.0 - 110.0 % L.A. of Galantamine HBr
2. Identification test mmmumu‘?fi:q‘lu Finished product specification
3. Dissolution m’:mhum’mﬁs:q’lu Finished product specification
4. Uniformity of dosage units m’mw"mmmﬁ:s:iﬂu Finished product specification
5. Related compounds / Impurity m’mmumuﬁizﬂu Finished product specification
3.2 Drug substance speciﬁcationm’“)
AnFATANMIIMALA USP 35 BP 2013
1. Uanmudasay 98.0% - 102.0% of Galantarmnine HBr 99.0% - 101.0% of Galantamine HBr
(Calculated on the dried basis) (dried substance)
2. ldentification ATIHIU AU
3.pH - 40-55
4. Specific optical rotation -90°to-100° -90° to -100° (dried substance)
5. Loss on drying NMT 0.5% of its weight (at 105° 4 hours) NMT 1.0% (1gm, 105°C, 4 hours)
6. Residue on ignition NMT 0.1% -
7. Heavy metals NMT 20 ppm NMT 20 ppm
8. Limit of palladium NMT 10 ppm NMT 10 ppm
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3.2 Drug substance specification (@0)
AnANIANNINALA USP 35 BP 2013
9. Related compound - N-Desmethyl-galantamine : NMT 0.6% A. Galantamine from natural sources
- O-Desmethyl-galantamine : NMT 0.20% - Impurity E (N-desmethylgalantamine)
- GB-Hexahydrogalantamine (galantamine : NMT 0.6%
N-oxide) : NMT 0.20% - Impurity A (narwedine) : NMT 0.15%
- 6B-Octahydrogalantamine : NMT 0.35% - Unspecified Impuriies : for eagh impurities,
- 60-Hexahydrogalantamine NMT 0.1% !
(epigalantamine) : NMT 0.20% - Total : NMT 0.8%
- Tetrahydrogalantamine : NMT 0.40% - Disregard limit : NMT 0.05%
- Narwedine : NMT 0.15% B. Galantamine produced by a synthetic
- Any unspecified impurity : NMT 0.10% process
- Total impurities : NMT 1.0% - Impurity C (dihydrogalantamine),
D(anhydro

galantamine) : for each impurity, NMT 0.4%
- Unspecified Impuriies : for each impurity,
NMT 0.1%

- Total : NMT 1.0%

10. Enantiomeric purity NMT 0.10% of the 4R, 8R Impurity F {ent-galantamine) : NMT 0.15%

11. Sulfated ash - NMT 0.1%
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2. 1BNESIUTBINIATHIUNITNRNEN
24 nadifinudaluwsznalng frfadaliiunmmweionifafusasunaspunaniammunaninariug:
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3.1 HANIATRIAATIERA UM NN WY Va3 HER (Certification of analysis) ‘lum;umuﬂumama
3.2 HanIaTRIATERR NN IAgAUTaIdIENETY (Drug substance) ﬁlﬂumswﬁmmjuﬁa’mﬂu
e‘i”;au"mﬁ'wanj’wﬁmmuaztjwﬁmfmqﬁn
ad - ' o el ' = . ad
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1 = General requirement U8ILNFTATUFINTY Finished product E‘ULLUU 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.

3 = The United States Pharmacopeia 35

4 = British Pharmacopeia 2013

5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies u,a:g:ﬁa
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5180190 2 Levodopa 100 mg + Benserazide (HCI) 25 mg Controlled release capsule
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1. 8o Levodopa 100 mg + Benserazide (HCI) 25 mg Controlled release capsule

2. amasninraly

2.1. 3uluny Lﬂumtﬂﬂuﬂﬂqagmwuaanqn‘ﬁiﬁu (Controlled release : HBS, (Hydrodynamically
balance system)) #%iUTUUT2MY

22 dmyszney  lu 1 Waunrga Usznaudiudaen Levodopa 100 mg uat Benserazide HCI
ﬁﬁuy‘aﬁ'u Benserazide 25 mg

23 mauzussy  ussylumauzussaasiin tasnuussusznnaduled

2.4 287N - s:q"n‘am FIUUTENAUMBIFAYUAZAINUIY TUNR® i’uﬁvumq I0UARER uas

wanzidaudiiuen uweriSmafiushsne 'h”af.i'wﬁ'mwuuuss?ﬁm‘rf
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3. amguvAMIInaia

3.1 Finish product specification ™
1. i.l?mmm”‘;mﬁ‘m”ty 90.0% - 110.0% of the L.A. of Levodopa
90.0% - 110.0% of the L.A. of Benseraside
2. Identification ’ m’a’«amumuﬁ'i:ylu Finished product specification
3. Weight variation ms’:mhum&lﬁliquu Finished product specification
"3 Uniformity of Weight (mass)

4. Dissolution Glﬂiwhum&lﬁsquu Finished product specification
5. Related compounds / Impurity msnmumuﬁ‘i:q‘lu Finished product specification

3.2 Drug substance specification

3.21 Levodopam'“)
Ananidnnaie USP 35 BP 2013
1. WSumsindny 98.0-102.0% of Levodopa 99.0-101.0% of Levodopa
(Calculated on the dried basis) (Calculated on the dried basis)
2. Identification ATIIHIY AU
3. Appearance of solution - AT
4.pH - 45-7.0
5. Specific rotation -160° to -167° -
6. Loss on drying NMT 0.5% NMT 1.0%
(awa)W .............................. YemuanenIIums
g (wsmnssans Taunus) —
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wwiril yasn) (WWETIWTS mgawiank)
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3.21 Levodopa""“’

AmmniRmMamaiia

‘USP 35

BP 2013

7. Residue on ignition

NMT 0.1%

8. Heavy metals

NMT 0.002%

NMT 10 ppm

9. Related compounds

- Levodopa related compound A
1 NMT 0.1%

- L-Tyrosine : NMT 0.1%

- 3-Methoxytyrosine : NMT 0.5%
- 1-Veratrylgiycine : NMT 0.1%
- Individual unknown impurity
:NMT 0.1%

- Total impurity : NMT 1.1%

By Liquid chromatography
- Levodopa related compound A

:NMT 0.1%

- L-Tyrosine: NMT 0.5%

- 3-Methoxytyrosine : NMT 0.2%

- Unspecified impurities : NMT 0.05%
- Total : NMT 1.0%

10. Enantiomeric purity

By Liquid chromatography
-impurity D : NMT 0.5%

11.Sulfated ash - NMT 0.1%
3.2.2 Benserazide Hydrochloride “
Anangansnaiia BP 2013
1. PSumaendagy 98.5 - 101.0% L.A. of Benserazide HCI (Anhydrous substance)
2. Identification AU
3. Appearance of solution AU
4. pH 40-50
5. Related substances By Liquid chromatography
- Impurity A : NMT 0.5%
- Impurity B : NMT 0.5%
- Impurity C : NMT 0.5%
- Unspecified impurities : NMT 0.10%
- Sum of impurities other than A : NMT 1.0%
6. Heavy metals NMT 20 ppm
7. Water NMT 1.0%
8. Sulfated ash NMT 0.1%
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1 = General requirement VaILNFTAVSUE NI Finished product EIJLLUUUWLﬁﬂ
2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticais for Human use (ICH quideline), Impurities in New Drug Products Q3B
(2R) ; Current step4 version, 2006.
3 = The United States Pharmacopeia 35

4 = British Pharmacopeia 2013
5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies ua:fjﬁa
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1. M Levodopa 200 mg + Benseraside (HCI) 50 mg Tablet

2. ansanana

2.1 guuy Wusde #wIusudsemu

0 el v o . a v
2.2 #wdsznau 1u 1 1fla Ysznaudraden Levodopa 200 mg use Benseraside HCI 50 mg Aauyany

Benseraside 50 mg

a 1 @ X e
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3. AMENLANININALA

3.1 Finish product specification™”

1. YRanmaasdngy

90.0% - 110.0% of the L.A. of Levodopa
90.0% - 110.0% of the L.A. of Benseraside

2. Identification

mmc&’mmuﬁ‘m{lu Finished product specification

3. Weight variation
%38 Uniformity of Weight (mass)

m’md’mmuﬁ‘izq‘lu Finished product specification

4. Dissolution

as9ruaafiszylu Finished product specification

5. Related compounds / Impurity

m‘mmumuﬁs:qh Finished product specification

3.2 Drug substance specification

3.21 Levodopam’w
anauianInana USP 35 BP 2013
1. Ysumerndiny 98.0-102.0% of Levodopa 99.0-101.0% of Levodopa
(Calculated on the dried basis) (Calculated on the dried basis)
2. Identification AT ATIHU
3. Appearance of solution - ATIHIU
4. pH - 45-7.0
5. Specific rotation -160° to -167° -
6. Loss on drying NMT 0.5% NMT 1.0%
7. Residue on ignition NMT 0.1% -

(W13 Ya331)
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3.2.1 Levodopa™*

AmsNiAnvinaiia USP 35 BP 2013
8. Heavy metals NMT 0.002% NMT 10 ppm
9. Related compounds - Levodopa related compound A By Liquid chromatography
:NMT 0.1% - Levodopa related compound A

- L-Tyrosine : NMT 0.1%

- 3-Methoxytyrosine : NMT 0.5%
- 1-Veratrylglycine : NMT 0.1%
- Individual unknown impurity

: NMT 0.1%

- Total impurity : NMT 1.1%

I NMT 0.1%

- L-Tyrosine: NMT 0.5%

- 3-Methoxytyrosine : NMT 0.2%

- Unspecified impurities : NMT 0.05%
- Total : NMT 1.0%

10. Enantiomeric purity -

By Liquid chromatography
-Impurity D : NMT 0.5%

11.Sulfated ash - NMT 0.1%
3.2.2 Benserazide Hydrochloride “
qmamﬁm\:mnﬁa BP:2013
1. USunmugendngy 98.5 - 101.0% L.A. of Benserazide HCI (Anhydrous substance)
2. Identification AU
3. Appearance of solution ATIHIN
4. pH 40-50
5. Related substances By Ligquid chromatography
- Impurity A : NMT 0.5%
- Impurity B : NMT 0.5%
- Impurity C : NMT 0.5%
- Unspecified impurities : NMT 0.10%
- Sum of impurities other than A : NMT 1.0%
6. Heavy metals NMT 20 ppm
7. Water NMT 1.0%
8. Sulfated ash NMT 0.1%
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3 = The United States Pharmacopeia 35
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8NN 4 Topiramate 50 mg tablet
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1. Topiramate 50 mg tablet

2. amsNana
2.1 ilupy iluenidia (Tablet) d@wIuiudsemu
2.2 dmtlsznay 1w 1 e Uszneudedasn Topiramate 50 mg
a o P . o o &
23 myuzussy  usnluursagdiflsawand wie blister pack Uasnuanuin
A + A o s a ~ Lo : H 3 =4
24 a8 - §oen FMLTNAURINEFIIUATANULTY TUNAa TuRuaY WININER uaseunziow
dfumnliathetauunussysie

' v o ' @ o o o & o A
- LA amaﬁau@laﬁ:wﬁam muﬂ?‘:naummmmy AV duaumq RRSRUNHNE G
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namIanvienzigamwiduluana Finished product specification waz Drug substance specification 71
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3.1 Finish product specification“)

AMENIAMIINATA USP 35
1. YSunmaagndragy 90.0% - 110.0% of the L.A. of Topiramate
2. Identification ATIFU
3. Dissolution Test 1 : NLT 80%(Q) of the L.A. of Topiramate Tuaan 20 wif

Test 2 : NLT 80%(Q) of the L.A. of Topiramate Tuiaan 40 i
Test 3 : NLT 80%(Q) of the L.A. of Topiramate Tuiaan 30 wi

4. Uniformity of dosage unit %38 NI

Weight variation

5. Impurities By liquid chromatography
- Total impurities : NMT 0.7%

- Topiramate related compound A : NMT 0.5%
- Individual unspecified degradation product : NMT 0.2%

6. Limit of sulfamate and sulfate - Sulfamate ion : NMT 0.25%

- Sulfate ion : NMT 0.25%
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3.2 Drug substance specificationm

ammniAninaia usp 35
1. USnmdndagy 98.0% - 102.0% of Topiramate (Calculated on the anhydrous basis)
2. Identification ATITHIU
3. Specific rotation -28.6° to -35°

Test solution : 4 to 10 mg per mL, in methanol

4. Water NMT 0.5%
5. Residue on ignition NMT 0.2%
6. Heavy metals NMT 10 ppm
7. Limit of sulfamate and sulfate -Sulfamate : NMT 0.10%

-Sulfate : NMT 0.10%

8. Related compounds (by HPLC) - Topiramate related compound A : NMT 0.3%
- Any other individual impurity : NMT 0.1%
- Total impurities : NMT 0.5%
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38NN 5 Sodium valproate 500 mg sustained release Tablet
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1.%887  Sodium valproate 500 mg sustained release Tablet
2. amananaly |
2.1 puyy LﬂumLﬁﬂgﬂuuuaanQﬂﬁﬁu (Sustained Release Tablets) #nIUTUUTzNU
22 @mdszney Tu 1 e Usznaudio@asn Sodium valproate 500 mg
23 mruzusny  usnlunmusdasdin asiuanudwle
24 a8 - Hotn MU TTNAUAIENFENYUAZANIUUTI TUNAR 'J”ui‘;umq 1nfinda wazsunadow
dribniadwdauuunussasion
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3. AMANLANIMATA

(1.(2)

3.1 Finish product specification

1. Uiy 90.0 - 110.0 % L.A. of Sodium valproate
2. ldentification m’ai)d"mmuﬁ‘i:glﬂ Finished product specification
3. Dissolution ? - PAIMTANNIT 1 ADILRAINTAZAY 10 - 30% of the LA. of

Sodium valproate
- #A9NTANUIT 3 FDIUEAINTTAZANE 30 - 50% of the LA. of
Sodium valproate
- #RI9NTALaIT 6 FBIURAINTRZANY 50 - 70% of the LA. of

Sodium valproate

4. Weight variation VD) mmchumuﬁ?:qlu Finished product specification

Uniformity of weight (mass)

3.2 Drug substance sgecification(a’

AuANLANIINALA BP 2013
1. USnmdaendaty 98.5 -101.0% of Sodium Valproate (dried substance)
2. ldentification AU
3. pH a7 u
4. Loss on drying NMT 2.0% (105°)
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3.2 Drug substance specificationm

Ansnianvana BP 2013

5. Purity 1. Related substances
1.1 impurity K : NMT 0.15%
1.2 Unspecified impurities : for each impurity, NMT 0.05%
1.3 Total : NMT 0.2%

2. Chlorides : NMT 200 ppm

3. Sulphates : NMT 200 ppm

4. Heavy metals : NMT 20 ppm
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lem'li‘f"'l 6 Rivastigmine 4.6 mg/24 hr Transdermal patches
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1. i'w Rivastigmine 4.6 mg/24 hr Transdermal patches
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46 mg 8 24 Falaw
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3. AMFNLAMIINAKA

3.1 Finish product speciﬁcation“”‘z’
1. SSinmdanndany 90.0 - 110.0 % L.A. of Rivastigmine
2. Identification m’mﬁ’mmuﬁizﬂu Finished product specification
3. Dissolution Glilaﬂﬁuﬂﬁuﬁssq‘lu Finished product specification
4. Uniformity of dosage units @i’mmumuﬁlﬁzy‘lu Finished product specification
5. Impurity / Related substance mmmumuﬁizﬂu Finished product specification
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sensn 7 Phenytoin sodium 100 mg Extended release capsule
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1. 5% Phenytoin sodium 100 mg Extended release capsule

2. amaaniana
PP s @ o
2.1 gluuy Wugndaunlgs sluuueangnBifiu (Extended release) dmiuiutlszmu
22 dwdszney  lu 1 e Usznaudasdasn Phenytoin sodium 100 mg
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Namim’nﬁLﬂi’]:ﬁﬂﬂkﬂﬁWlﬂﬂﬂm’]&l Finished product specification Waz Drug substance specification
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3.1 Finish product specification "

amaaiANMeInaia USP 35
1. ﬂ%mmﬁamﬁ’lﬂ”mo 95.0 - 105.0% of the L.A.of Phenytoin sodium
2. Identification ATITEU
3. Dissolution Test1

- azaelainnnnin 45%(Q) of the L.A. of Phenytoin sodium 1w 30 w1l

- azae’laiwnnin 60%(Q’) of the L.A. of Phenytoin sodium 14 60 w1
- azmerlitandn 70%(Q@”) of the L.A. of Phenytoin sodium 11 120 w1fi

w30

Test 2

- nzawlaininndn 45%(Q) of the L.A. of Phenytoin sodium s 30 wafi

- azaelalunnin 65%(@) of the L.A. of Phenytoin sodium 1% 60 w1l

- azanglaitasnin 70%(Q) of the L.A. of Phenytoin sodium 1 120 w1l

4. Uniformity of dosage units | #529H %

(Content uniformity)

5. Related substances -Phenytoin related compound A : NMT 0.5%
-Phenytoin related compound B : NMT 1.0%
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3.2 Drug substance specificationm

AMANIANWINATA USP 35
1. USnmeendragy 98.0 - 102.0% of L.A. of Phenytoin sodium (calculated on the dried basis)
2. Clarity and color of solution AU

(Appearance of solution)

3. Identification AU

4. Loss on drying NMT 2.5%

5. Heavy metals NMT 0.002%

6. Related compounds - Phenytoin related compound A (Diphenylglycine) : NMT 0.9%

- Phenytoin related compound B (Diphenylhydantoin acid) : NMT 0.9%
- benzophenone : NMT 0.1%
- Total impurities (Excluding benzophenone) : NMT 0.9%
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i'lzm’ﬁﬁ 8 Phenytoin 50 mg chewable tablet

1.Zam  Phenytoin 50 mg chewable tablet

2. amansianaly
2.1 iy Lﬂuml.ﬁﬂgﬂuumgm (Chewable tablet) & %sUTUUTEN
22 dwdsznay 1w 1 ula Usznauaaasn Phenytoin 50 mg
2.3 MTULLIN ursslumauzdasdin ﬁaeﬁuﬂ1'1u°fuu,a:msgﬁ'mfﬁﬁauﬁ'uuao
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3. amMEANUANIINARA

Namsmuﬁmﬂ:ﬁqmmwLﬂu"lﬂmu Finished product specification W8z Drug substance specification
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3.1 Finish product specificationm

Qmauﬁﬁmamﬂﬁﬂ USP 35

1. Bnmaendang

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

2. ldentification

NI

3. Dissolution

azaelalkaunin 70%(Q) of the L.A. of Phenytoin malw 120 uadi

4. Uniformity of dosage units

ATIINU

3.2 Drug substance specification"

)

amANIANIIMARA

USP 35

1. Bnudamdndy

98.0 - 102.0% of L.A. of Phenytoin sodium (calculated on the dried basis)

2. Clarity and color of solution AT
(Appearance of solution)

3. Identification ATVHIU

4. Loss on drying NMT 2.5%

5. Heavy metals

NMT 0.002%

(W13Tlh YaIT1Y)
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3.2 Drug substance specification(" (Gia)

AMANTANWINAKA USP 35

6. Related compounds - Phenytoin related compound A (Diphenylglycine) : NMT 0.9%
- Phenytoin related compound B (Diphenythydantoin acid) : NMT 0.9%
- benzophenone : NMT 0.1%

- Total impurities (Excluding benzophenone) : NMT 0.9%
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181N 9 Phenytoin sodium 50 mg/mL, 5 mL injection
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1. Bamn Phenytoin sodium 50 mg/mL, 5 mL injection

2. amantiona

2.1 puuy Wussszaplnennida dwidadmaaaioadn

2.2 dwmdsznay w1 Vial Ysznaudapeasn Phenytoin sodium 50 mg/mL USanas 5 mL

2.3 MTUZUI mﬁ?‘lmﬂ'ﬁuzéﬁﬂ%’uussgmﬁmhwm’fa'ﬁﬁmmuﬁu Type I
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3. AMEMIAMINARA

nansanadenziguniluluann Finished product specification LAz Drug substance specification 1181984
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3.1 Finish product specification'"?
amaNiAMoInaha USP 35 BP 2013
1. ﬂ?mm@ﬁméwﬁ'@ 95.0-105.0% of the L.A. of Phenytoin sodium | 4.75 - 5.25% W/V of Phenytoin sodium
2. Identification AU AU
3.pH 10.0-12.3 11.5-12.1
4. Weight per mL - 1.025 - 1.035
5. Benzil and benzophenone - By thin-layer chromatography

: NMT 0.5% of each

6. Ethanol (Alcohol) 9.0-11.0% 9.0 - 11.0%

7. Propylene glycol 37.0 - 43.0% 37.0 - 43.0%

8. Bacterial endotoxins NMT 0.3 USP EU/mg of Phenytoin sodium mwmuﬂmﬁs:q‘lu Finished product
specification

9. Sterility ATIWIU ATIVY

10. Volume in container ATWY AT
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3.1 Finish product specification (Gia)
AMANLIAMIINARA USP 35 BP 2013
11. Particuiate matter AU AT
- AUMATIIA > 10 pm Litfin
6,000 a1
- BWMATWIA > 25 um Within
600 8@
3.2 Drug substance specification™
AmANIANIMALA USP 35 BP 2013
1. USinmuaaensneiy 98.0 - 102.0% of the L.A. of Phenytoin 98.5 - 100.5% of the L.A. of Phenytoin
sodium sodium (Anhydrous substance)
2. Clarity and color of solution ATV AU
(Appearance of solution)
3. Identification ATIINN ATAY
4. Loss on drying NMT 2.5% -
5. Heavy metals NMT 0.002% NMT 10 ppm
6. Related compounds - Phenytoin related compound A By Liquid chromatography
(Diphenylglycine) : NMT 0.9% -Impurity E : NMT 0.3%
- Phenytoin related compound B -Impurity C : NMT 0.2%
(Diphenylhydantoin acid) : NMT 0.9% -Impurity D : NMT 0.15%
- benzophenone : NMT 0.1% -Unspecified impurities : For each impurity
- Total impurities (Excluding benzophenone) : | NMT 0.10%
NMT 0.9% -Total impurities : NMT 0.5%
7. Free phenytoin - ATIIHIU
8. Water - NMT 3.0%
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7187150 10 Protein hydrolysates Injection, 10 mL

MALsEMAIININGUITITE T 13 d.A 7559

1.3asn  Protein hydrolysates Injection, 10 mL

2. amaaiana lu
2.1 3wy WuasazaoUmaannida dwmivda
22 dwtdsznay  1sznauels Protein-free peptide ﬁ’lm”mnauamg Procine brain 215.2 mg/miL
2.3 MTULUTN msq'lum"nu:msqmo"mﬂﬂﬁmm'ﬁaﬂnﬁmmuﬁ? Type 1 LL&:Uﬁfgﬂ”tu‘vTﬁaoﬁ'uLLm
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3. ALEANLAMILNATA

3.1 Finish product specification' "

1. USanadaendngy L-aspartic acid ~ 2.40 — 3.60 mg/mL
L-Glutamic acid  3.20 — 4.80 mg/mL
L-Serine 0.21 - 0.39 mg/mL
L-Histidine 1.04 — 1.56 mg/mL
Glycine 1.20 — 1.80 mg/mL
L-Threonine 0.21 — 0.39 mg/mL
L-Alanine 2.40 — 3.60 mg/mL
L-Arginine 0.30 — 1.10 mg/mL
L-Valine 1.60 — 2.40 mg/mL

L-Methionine 0.35 — 0.65 mg/mL
L-Tryptophan 0.35 - 0.65 mg/mL
L-Isoleucine 1.60 — 2.40 mg/mL
L-Phenylalanine 1.60 — 2.40 mg/mL

L-Leucine 4.80 — 7.20 mg/mL
L-Lysine 4.80 - 7.20 mg/mL
L-Proline 1.60 — 2.40 mg/mL
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3.1 Finish product specification’ "

2. Identification m’mr«humuﬁizqh Finished product specification
3. Content total nitrogen(z) 5.8 — 6.8 mg/mL
3. pH mwmumuﬁsquu Finished product specification
4. Sterility ATITHIW
5. Particulate matter AT
- BUMATWIA > 10 pm laiLfin 6,000 aya
- UMATWIA > 25 pm aiifin 600 aumea
6. Bacterial endotoxins mimmumuﬁ.izq‘lu Finished product specification
7. Volume in container ATIVHIN
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1.89sn  Piracetam 400 mg Capsule

2. amaaianaly
2.1 yuuuy Wuondauadys dmdufudsznu
22 dwdszney 1w 1 e Usznaudaudien Piracetam 400 mg
23 mauzsny  ussiluwsagfifioawans w3a blister pack Uaatunadule
24 a8 - Hotn fulEnBU@IERUATATINNT Tunde i’uﬁ"umq Wwafinde uazanzdon
@suen s wsauuuiuTsaio
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3. AMFANLANIINARA

3.1 Finish product specificationm'(z)

1. PSnuaauidagy 90.0 - 110.0 % of the L.A. of Piracetam

2. ldentification test mmvhumuﬁi:ﬂ.‘llu Finished product specification
3. Dissolution mmmumuﬁsquu Finished product specification
4. Uniformity of dosage units @I‘i’.)i]bi'm@l’m#i:lﬂu Finished product specification
5. Related substances / Impurity m’mchumu‘ﬁs:q‘lu Finished product specification

3.2 Drug substance specification(a’

amauidnmamania I 'BP 2013

1. USanmeaaendny 98.0 - 102.0% of Piracetam (dried substance)

2. identification AT

3. Apperance of solution ATIHIB

4. Related substances - Impurity A, B, C, D : for each impurity, NMT 0.1%
- Unspecified impurities : for each impurity, NMT 0.1%
- Total : NMT 0.3%

5. Heavy metals NMT 10 ppm

6. Loss on drying NMT 1.0%

7. Sulfated ash NMT 0.1%
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3.2 wamIaTvilaneigumwiagiuvesdlendfn (Drug substance) ﬁlﬁﬂunﬂswammjuﬁduﬂu
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RUILLKEG © 81989910

1

General requirement 1a3LNFBA1TUSINSY Finished product sUuuY Capsules

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

3 = British Pharmacopoeia 2013
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Nicergoline 30 mg tablet

1. 328N

2. amantianaly
2.1 sy
2.2 #uidsznay
2.3 MIULUTN
2.4 287N

Nicergoline 30 mg tablet

Wugie #Rsusudszmu

1 1 e dsznausisa@aen Nicergoline 30 mg

driun e etanuuuussy it

ursyluuntagiifiuunesd nia blister pack Jagiin

- Fag 1 FMLTNaUAINEINYUAZAMAUTI TUKER TUFuY wufinde ussimamztion

- Unuken atiedandaaszyaen uLENaUAENEIRTY ANILSI FUTUDY uRaTTNG S

3. AMENLANIIINATA

3.1 Finish product specification "

as

Laial)

@

1. USunaualendn

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

2. ldentification

a39H e NATzYlY Finish

ed product specification

3. Uniformity of dosage units

(Content uniformity)

mmmumuﬁi‘:ﬂu Finish

ed product specification

4. Dissolution test

AR IUIATTZY LY Finish

ed product specification

5. Related substances

asaanuaTiszylu Finish

ed product specification

3.2 Drug substance specification

(2)

AMFINTANIINAKA

BP 2013

1. USunaueendeiy

99.0% - 101.0% of the L.A. of N

icergoline (Dried substances)

2. Identification

ATV

3. Specific optical rotation

+4.8° to +5.8°

4. Related substance

- Impurity B : NMT 0.8%
- Impurity A : NMT 0.8%
- Impurity H : NMT 0.8%

- Total impurity : NMT 1.2%

- Impurity D,C,F,I : for each impurity, NMT 0.2%
- Unspecified impurities : for each impurity, NMT 0.10%

5. Water

NMT 0.5%

6. Sulfated ash

NMT 0.1%
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318NN 13 Cisatracurium (besylate) injection 5 mg/mL, 30 mL
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1. #aen Cisatracurium (besylate) injection 5 mg/mL, 30 mL

2. amaarionaly

2.1 7wy Wussazsalnaanide dmsude ’

2.2 dudsznay Usznauaiudaen Cisatracurium Besylate ﬁlauylaﬁu Cisatracurium 5 mg/mL U331a3 30 mL

2.3 MIULVIN ussq’lun'mu:msgmﬁﬂmmuﬁdﬂs’mmnvﬁra type | 731@ 30 mL @a 1 MNPULUITY
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3. quasiameimana ™
1. 3aaandngy 90.0 — 110.0 % L.A. of Cisatracurium Besylate
2. |dentification test m‘mmumuﬁ‘a‘:qh Finished product specification
3. pH m‘mmumu"?{squu Finished product specification
4. Sterility test ATIINU
5. Bacterial endotoxins mmmumuﬁ‘squu Finished product specification
6. Particulate matter AIIINIU

- %19 = 10 pm laitfin 6,000/container

- U9 > 25 pm Witiu 600/container

7. Volume in container ATITHIN

8. Impurity / Related substance ms'zﬁ]chumuﬁ‘szq‘lu Finished product specification
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