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3781190 1 Alteplase 50 mg powder for injection

muﬂizn'\ﬁﬁ'\mi'mquaﬁm'lﬁ

1. Baan Alteplase 50 mg powder for injection

2. amanianaly

2.1 giluyy WuasengUuuy iyophilize Unenids smiudanasaiiand

2.2 gudsznay dsznavdrsalen Alteplase (Recombinant human tissue - type plasminogen activator) 50 mg
T 1 vial

2.3 MIULVTT ussaﬂumw:msqmaﬂﬂﬂﬂmnL’Tjra ms@ﬁmwfﬂaaﬁuum WIBNFITRTAEIRTLIT N
U9 50 mL

2.4 287N - s:q%‘lam FIUUTENIUAI IF IR YUAZANUTI TUNRR fu§umq Wutinde wazaunson

#3uen vh”au'wﬁ”@wuuuussgﬁm‘ﬁ

- Uum'nu:ussagmazmﬁam‘faos:y%am%‘%a’?amamsﬁ’l RIUUTNOU LAZTVMAANHUTIVEILN

wnnda uFueny liaiau

3. amanGNIINaka

3.1 Finish product specification'”

1. Biological Potency 90.0 - 115.0% on the label in USP Alteplase units
2. ldentification ATIVNU

3. Protein content 95 - 111% of the total protein content stated on the label
4. Uniformity of dosage units ATIVU

5. Monomer content NLT 95.0%

6. Single-chain content NLT 60%

7. Constituted solution ATITHU

8. pH ' 71-75

9. Water NMT 4.0%

10. Bacterial endotoxins NMT 1 USP Endotoxin Unit/mg

11. Sterility test ATITN

12. Particulate matter ATITHIU

- 2@ > 10 pm M1 6,000/container

- U1Q > 25 pmlailAu 600/container

4
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3.2 Drug substance specification : Alteplase("

1. Biological Potency 90.0 - 115.0% on the label in USP Alteplase units, the potency being 580,000 USP
Alteplase units / mg of protein

2. Identification ATIINY

3. Protein content ATV

4. Chromatographic purity ATIVHIU

5. Bacterial endotoxins NMT 1 USP endotoxin unit per mg of alteplase

6. Single-chain content NLT 60%
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318NN 2 Levetiracetam 500 mg injection

adsend@dInIa auans1h

1. @ Levetiracetam 500 mg injection
2. ansaaLiara Ty
2.1 guuy dussazmplnannda dwinda
2.2 d@wdszney Usznaueiedinn Levetiracetam 500 mg WuuSa1a5 5 mL
23 MruuIT ussa;’lummu:ms?uwﬁmﬂswaa”\nL%a’nﬁﬂmaﬂLLﬁa
24 asn - 3:yT001 UL OLMIN IR YUATAINLTI TunEa 'Yuﬁyumq WUARER uaziaY
nzifowdsuen 'L'J”atm'ﬁ'mﬁmuumsqﬁ'wﬂ
- Uumwu:ussrgmazhaifami"amq%amw%a%amamsﬁw FIMUTINBY UATTIIAANLTI
229 L§UNNAR fuﬁvumq'lffmw

3. AMENUANIIINALA

3.1 Finish product specificationm

Test Item B ' USP41
1. BBuudsday 90.0 - 110.0% of the L.A. of Levetiracetam
2. Identification ATIWU
3. Organic impurities - Levetiracetam acid : NMT 0.3%
- Any individual unspecified degradation product : NMT 0.10%
- Total impurities : NMT 1.00%
4. pH 5.0-6.0
5. Bacterial endotoxins NMT 0.175 USP Endotoxin Units/mg of Levetiracetam
6. Sterility tests ATIINIU
7. Particulate matter ATITEU
- BUNINYWIR 2 10 pm 4ifin 6,000 ayma
- BYATIG 2 25 pm Lilfiu 600 ayn1a
8. Volume in container ATITHIN

3.2 Drug substance specification : Levetiracetam'”

Test ltem usP41

1. iunndasdany 98.0 - 102.0% of Levetiracetam (calculated on the anhydrous and

solvent-free basis)

2. Identification AT
3. Residue on ignition NMT 0.1%
4. Heavy metals NMT 20 ppm
5. Limit of Levetiracetam R-Enantiomer NMT 0.8%
6. Water determination NMT 0.5%
(ao%a) ........ WPWQ\W ....................... Uz uATENITUNNS
(WNETINTTBUNT [ABWUT)
(ao%a) ................ A N3NNI (ao%a) ........... /})6 ............................. nIsuNIg
(mommq’%um‘ 26 lem) (wnian ﬁ%ﬁgaﬂ’)
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3.2 Drug substance specification : Levetiracetam'” (da)

Test ltem USP 41

7. Related substance - Pyridin-2-ol : NMT 0.025%

- Levetiracetam acid : NMT 0.3%

- Levetiracetam related compound A : NMT 0.05%
- Levstiracetam related compound B : NMT 0.10%
- Any individual unspecified impurity : NMT 0.05%
~ Total impurities : NMT 0.4%
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i’mn’]iﬁ 3 Nicergoline 30 mg tablet

ﬂs:mﬁﬁ'\m%‘mquaﬁﬁmﬁ

1. Baun Nicergoline 30 mg tablet

2. ANl
2.1 juuy
2.2 gndsznay
2.3 MUY
2.4 287

Dueile dnsusulsenu
UsznoudIndae Nicergoline 30 mg u 1 1ila

: msqluumagﬁ&wvdaaﬁ %38 blister pack Jaahn

d » Q@ o Qs Qs =3 @ Qv i _~ =4

- AN MIULTNUMILNFNYUIZANLT TunEa TuRue Y wafinde uszsunadon
dnunliagdauunusssioe

- ik aalaudizesyiae douUmneudIdRTY e Suduany usseinge

3. amdatiaMmamnaie

3.1 Finish product specification“’

Qmﬁuﬁ?mwmﬁﬁﬂ Japanese Pharmacopoeia 17" edition

1. UTnmdiendnay

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

2. ldentification AU
3. Purity Total impurity : NMT 1.5%
4. Uniformity of dosage units AU
5. Dissolution AT
(1. (2

3.2 Drug substance specification : Nicergoline

AuANIANNINAKA

Japanese Pharmacopoeia 17" edition BP 2016 -

1. Smasdany

98.5% - 101.0% of the L.A. of Nicergoline 99.0% - 101.0% of the L.A. of Nicergoline

(anhydrous substance)

2. Ildentification

AU ATV

3. Appearance of

solution

- ATITHIN

4. Optical rotation

+5.2° to +6.2° -

5. Related substance

- Heavy metals : NMT 10 ppm - impurity B : NMT 0.8%

- NMT 4.0% ~ impurity A : NMT 0.5%

- impurity H : NMT 0.3%

- impurity D : NMT 0.2%

- impurity C,F,| : for each impurity, NMT 0.2%
- Unspecified impurities B : for each impurity,
NMT 0.10%

- Total : NMT 1.2%

(WHaIwgIUnd

(neda).... Y fNW\/Q\W\/—/ ............ ST unmenITNNTg

&
................ nITNAT (aa’na)................./}?.(.J..........................nsmms
e lum) (wndan a3iyad)
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3.2 Drug substance specification : Nicergolinem’ @ (Gia)

anmniimonata | ' Japanese Pharmacopoeia 17" ;
6. Loss on drying NMT 0.5% ’ T k -
7. Residue on ignition NMT 0.1% -
8. Water - NMT 0.5%
9. Sulfated ash - NMT 0.1%
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3. Nﬂmsmw’?mﬂ:vfﬂmmm Wuldenw Finished product specification LLe Drug substance specification
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Pyridostigmine bromide 60 mg tablet
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1. #om Pyridostigmine bromide 60 mg tablet

2. anvaniana by
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3. amANAMuUNana

3.1 Finish product specification

(1).(2)

amsndananaia

USP 41

BP 2016

1. Pinmdndny

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

Pyridostigmine bromide

92.5 - 107.5% of the L.A. of

Pyridostigmine bromide

2. Identification

ATINU

ATITNIU

3. Dissolution

smwlidasnit 80%(Q) of the LA,
of Pyridostigmine bromide 11 60 w171

szanelioanda 70% of the LA, of
Pyridostigmine bromide T 45 Wt

4. Uniformity of dosage units

NN

P ETARIN

5. Related substances

-Pyridostigmine impurity B : NMT 6%
-Pyridostigmine impurity A : NMT 0.4%
-Any individual unspecified
degradation product : NMT 0.2%
-Total of unspecified degradation
products : NMT 0.4%

-Pyridostigmine impurity B : NMT 6%
-Pyridostigmine impurity A : NMT 0.4%
-Sum of the areas of any other

secondary peaks NMT 0.4%
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3.2 Drug substance specification : Pyridostigmine bromlde“”m

auaniinineie o . uspat
1. ﬂsuwmmmmmy 98 5% - 100 5% of Pyndostlgmme bromlde 98.5 -101.0% <;f Pyridostigmine bromide
(on the dried basis) (on the dried basis)

2. Identification ATIWU AU

3. Appearance of solution - AT

4. Melting range 154° to 157° . -

5. Loss on drying NMT 2.0% - NMT 0.5%

6. Residue on ignition NMT 0.1% -

7. Ordinary impurities ATV -

8. Acidity or alkalinity - AU

9. Related substances - - Impurity A,B : for each impurity, NMT 0.4%
- Unspecified impurities : for each impurity,
NMT 0.10%
- Total impurity : NMT 0.5%

10. Heavy metals - " NMT 20 ppm

11. Sulfated ash - NMT 0.1%
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318NN 6 Rivastigmine 4.6 mg/24 hr transdermal patches
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1. 5o Rivastigmine 4.6 mg/24 hr transdermal patches

2. anansianaly
2.1 guuy tugngUuuY Transdermal patches & m3UutzAImts
2.2 dwdszney Tu 1wk dsznaudpaam Rivastigmine (base) 9 mg laodsanuaatsosdasluime
46 mg dia 24 Falug
23 mruzusny vinlumousdosiin Uasnuuanaznaiuwle
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3. andaiamMamnaia

3.1 Finish product specification'""”
1. Usnmasndnty mwmumuﬁnqlu Finished product specification
2. ldentification mwmumuﬁizylu Finished product specification
3. Drug release mmi)mumu‘ﬁlimg‘lu Finished product specification
4. Uniformity of dosage units mnmumuﬁ':quu Finished product specification
5. Impurity / Related substance mwmumuﬁs:qlu Finished product specification

3.2 Drug substance specification™*"

_Tetten [ usem
1. U?mmm”’smﬁwﬁ'ty 98.0 - 102.0% of the L.A. of Rivastigmine 98.0 - 102.0% of the L.A. of Rivastigmine
2. Identification ATIEU AU
3. Heavy metals NMT 20 ppm NMT 20 ppm
4. Residue on ignition NMT 0.1% -
5. Organic impurities - Phenol impurity (rivastigmine related compound C) | - Impurity A : NMT 0.3%
- NMT 0.3% - Impurity B : NMT 0.15%
- Nor impurity (rivastigmine related compound B} | - Unspecified impurity : for each impurity ,
:NMT 0.1% NMT 0.10%
- Any other individual impurity : NMT 0.10% - Total impurities : NMT 0.5%
- Total impurities : NMT 0.5%
6. Enantiomeric purity NMT 0.3% - Impurity D : NMT 0.3%
7. Water NMT 0.5% NMT 0.5%
8. Sulfated ash - NMT 0.1%
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i’lzln'li‘ﬁ 7 Sodium valproate 400 mg for injection
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muﬂnnmé’mi‘mqumwmﬁ

1. #aen Sodium valproate 400 mg for injection

2. anpanyana 1

& ry -] v A o
2.1 El]LLlJU LﬁuNGU’]ﬂﬁﬂﬁﬂﬂL’ﬁﬂ FIAIVAALT N WNFDALRDANN

2.2 gudsznay Usznaudlueasn Sodium valproate 400 mg s 1 vial
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3. amANOMImMALA

3.1 Finish product specification’”

1. Ynmaamdnty

avarnumufiszylu Finished product specification

. Identification

mi’:ﬁ]m»m'l&lﬁiquu Finished product specification

.pH

: | .. P
@\'s’li]mu@num:qlu Finished product specification

mwmumuﬁﬁ:qlu Finished product specification

. Sterility test

ATITNI%

. Bacterial endotoxins

AT umuﬁs:qlu Finished product specification

2
3
4. Water content
5
6
7

. Particulate matter

- DUMATWIA 2 10 pm Wifin 6,000 aunn
- BUMAIWIA 2 25 um laiifin 600 aymA

ATIH

8. Uniformity of dosage units

@779 1UAmfiszylu Finished product specification

3.2 Drug substance specification : Sodium valproate(z)

amaNifIineaRe

1. UFmaindagy

98.5 - 101.0% of Sodium valproate (dried substance)

2. Identification ATU
3. Appearance of solution ATV
4. pH AT

(maqu‘%m?‘ 296lomn)
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3.2 Drug substance specification : Sodium valproatem

AmaNUAMImaiia , BP 2016

5. Related substances - Impurity K (2RS}-2-ethyl-2-methylpentanoic acid : NMT 0.15%
- Unspecified impurities : for each impurity, NMT 0.05%
- Total : NMT 0.2%

| 6. Chlorides Maximum 200 ppm
7. Sulfates Maximum 200 ppm
8. Heavy metals Maximum 20 ppm
9. Loss on drying NMT 2.0%
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2.2 nsdififiuamingroindsana Hriadasdionmsivsesnaspuntniaimunaninusiuas
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s Qs 'y Qs
swﬂaztﬁﬂmqmanumzmmzuuuﬁ"mLanmsmsw%anajnmcﬁm

i’lzm'ﬁ‘ﬁ 8 Topiramate 50 mg tablet

muﬂszmﬁﬁ'wi’mqumwmﬁ

U B29/ 2563

1.%881  Topiramate 50 mg tablet

2. ansanyana

2.1 3duuy Wuede dmsusudemn

2.2 @wlwnay  Usznaueiudann Topiramate 50 mg lu 1 1

a o A @ X
2.3 mourussy - usnybnumsagfiiluauand wia blister pack asnuautu

a . @ o v A o & i a
2.4 987n - S:lg'ﬁain a’]ul’i:nSUWQUjaqﬂmLLa:ﬂ’J’INLLsﬂ TUHRN 'Ju'ﬁumq La’ﬂﬁwa@]
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3. amaniAMIINaha

3.1 Finish product specification'”

amaniamanaha

1. funmaandny

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

N

. ldentification

ATV

3. Dissolution

Test 1: NLT 80%(Q) of the L.A. of Topiramate luiaan 20 w1l
#38 Test 2 : NLT 80%(Q) of the L.A. of Topiramate lui281 40 Wi
%30 Test 3 : NLT 80%(Q) of the L.A. of Topiramate luiaan 30 wf

4. Uniformity of dosage units ATIINN
5. Impurities - Topiramate related compound A : NMT 0.5%
- Individual unspecified degradation product ;: NMT 0.2%
- Total impurities : NMT 0.7%
6. Limit of sulfamate and sulfate | - Sulfamate ion : NMT 0.25%
- Sulfate ion : NMT 0.25%
(aa%a) ................. e A nITUNTY (ao%a) .......... /}K‘ ............................... nNIsNANT
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(wndan e3Tyad)
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3.2 Drug substance specification : Topiramate("

AnaNLinnaia usP:41
1. Shnmudaendagy 98.0% - 102.0% of Topiramate (calculated on the anhydrous basis)
2. Identification AU
3. Residue on ignition NMT 0.2%
4. Limit of sulfamate and sulfate - Suifamate : NMT 0.1%

- Sulfate : NMT 0.1%

5. Heavy metals NMT 10 ppm
6. Organic impurities Procedure 1

- Any individual impurity spot : NMT 0.1%

- Total impurities : NMT 0.5%

Procedure 2

- Fructose : NMT 0.3%

- Topiramate related compound A : NMT 0.3%

- Any individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 0.5%

Procedure 3

- Topiramate related compound A : NMT 0.3%

- Any individual unspecified impurity : NMT 0.10%
- Total impurities : NMT 0.5%

7. Optical rotation -28.6° to -35.0°

8. Water NMT 0.5%
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2. Drug substance specification Wa3an9n1ud Lﬂﬂ:‘vﬁlaag{ WA drug substance #3aluILaTeH drug substance 189
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1.2 'lummawmmuum NY.A/8.1 VBINTitEuaTIN wianmeandsaiatensniunua twysnd aritwe
m&mmuﬂ.vmﬂu (finished product specification) WaZY amvxuﬂﬂmmw"uammmu (drug substance
specification) nswmam‘vamquauuuﬁamn”lmwmmu dasunUenAIsEIMIMNEINsTautlY (2.5)
VIWSaY finished product specification waz/"35a Drug substance specification IﬂﬂmﬂLtﬂﬂﬂﬂu’mﬂi:mﬂ
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NMINRAL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Touvinau PIC/S participating authorities
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