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578971350 1 Dacarbazine 200 mg for injection
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1. 8o Dacarbazine 200 mg for injection

2. amanianaly
2.1 guuuy Lﬂummﬁﬁﬂmm’fagmmu Freeze-dried §72 #3aiwiioadau (White or pale yellow)
2.2 dmdszney Ysznaudedaen Dacarbazine 200 mg T 1 MTUZYINY
2.3 MIULLIN ussq'l,um'nu:ussagmﬁ@ﬂsﬂm%a“nﬁﬂ Type | glass uastasniuss”
24 amn - s:q‘ij‘am FIUUTENIUMINFINPUITANILTI TunE®R 'Tu?;umq Wwifinde wanzdon
fsuen ua:’iﬁnmﬁu%’nmm‘l’i’azi'w’ﬁ’ﬂwuuunﬁ?n“wﬁ
- UUMPULTIEN aﬂwoﬁaw’amq%am viafamamsd saudsznauuszwanuLs
289t wufinde i’u§umq"|.ﬁmau
3. auanioninaha

3.1 Finish product sgeciﬁcation""‘z)

1. Pnmdrendrdy 90.0 - 110.0% of the L.A. of Dacarbazine | 90.0 - 110.0% of the L.A. of Dacarbazine

2. ldentification A329EU | aeEu
3. Completeness of solution and AU ATIHIU

constituted solution

4. Bacterial endotoxins NMT 0.52 USP Endotoxin U/mg of ATIINIH
Dacarbazine
5. pH 3.0-4.0 v umuiszyly Finished product
specification
6. Water NMT 1.5% a9k uaaIfiszl Finished product
specification
7. Related substances - 2-azahypoxanthine : NMT 1.0% - 5-aminoimidazole-4-carboxamide

hydrochloride : NMT 0.6%

- 2-azahypoxanthine : NMT 1%

- Any other related compound : NMT 0.5%
- Total related compounds : NMT 3%

8. Sterility tests ATIIU AT

9. Particulate matter ATIU ATIWIU
- 2Wa > 10 um hitAiu 6,000/container
- W9 = 25 um Wilfin 600/container

10. Uniformity of dosage units A39H% ATIWY
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3.2 Drug substance specification : Dacarbazine!™?

1. Yinadmndey 97.0 - 102.0% of Dacarbazine 98.5 - 101.0% of Dacarbazine

(anhydrous substance)

2. ldentification AT AT

3. Residue on ignition NMT 0.1% i -

4. Related compounds By liquid chromatography By liquid chromatography
- 5-aminoimidazole-4-carboxamide HCI - 2-azahypoxanthine : NMT 0.2%
: NMT 1.0% - 5-aminoimidazole-4-carboxamide
- 2-azahypoxanthine : NMT 1.0% :NMT 0.1%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Total : NMT 0.5%

By Head-space gas chromatography
-N-methylmethanamine : NMT 0.05%

5. Water - NMT 0.5%

6. Sulfated ash - NMT 0.1%
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2. 19NN TIUIBINIATZ WA THAR YN
21 nadifigndalusamelng qg’wﬁmﬁ'aaﬁmnmﬁ'maommgmmswammmwé’nmm‘ﬁua:‘iﬁmsﬁﬁlu
MsuEaL PIC/S (Pharmaceutical Inspection Co-operation Schems) Iﬂﬂmi’wa’m PIC/S participating authorities
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3. TN NYaIENEkaTIen
3.1 NaMIa5I93 Lﬂﬂ:qummwwﬁwn”m‘rfmﬁm%azﬂmaavjwﬁm (Certification of analysis of Finished product) 1u
m;‘uﬁmtﬂu@ﬁama
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6. flana 1A (fae) dwsaalisnidndyan newasuivwe Goit

6.1 nstluaNTENATIR AT Iﬂunsuf‘mmmam’mmwnJﬁ?ﬂﬁamﬁﬁmsﬁ'{ﬁmmﬁm ISO/IEC
17025 T dulaamnasgudermualusemalsznanman

6.2 nsniwﬁmn”mcﬁm'ﬁﬁm{gm?mnLﬁuﬁm’mﬁammeﬂﬂﬂﬁ"lﬁ'no'mﬂm:nisumsmmiu,a:m lugastmves
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nnawme  §198990n
1 = The United states Pharmacopeia 41
2 = British Pharmacopoeia 2016
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5'1ﬂaxt'é'ﬂﬁqmé’nummwwtmuﬁwmanmsmsé’m%anﬁﬁmfﬁm
187N B38 /2563
P
918nN19N 2  Hydroxyurea 560 mg capsule

muﬂszmﬁﬁ'&wi’mquaswmﬁ

1. Bam Hydroxyurea 500 mg capsule

2. amasianalyl

2.1 guuuy Wugndauatlys dmitsulsznu

2.2 gammdsznau ﬂs:naua’wéﬁm Hydroxygarbamide (Hydroxyurea) 500 mg 1% 1 Liia

23 myucytny  usslumeuslasiin estuanugn

2.4 2810 - szq%am UL T NaUAILIRIAYUATAINLT TUKES fuéumq \finda Wwanziow
diuen wazdimsifiusnwen Wadedanuuuyssanued

- UWUAIEN aﬂwqﬁaw’n’aos:q%amﬂ%a%amamiﬁw FIULTNAVUAZIWIANINUUIIVDILN

I8vTinGa i’uﬁvumqvl's”ﬂ?@ i

3. AmEAGNMIINARA

(12}

3.1 Finish product specification

. o usea  BP 2016
1. YSunmaaendn Vmu 90.0 - 110.0% of the L.A. of Hydroxyurea | 95.0 - 105.0% of the L.A. of Hydroxyurea
(Hydroxycarbamide)
2. |dentification ATIINIU AU
3. Dissolution uaaemsazansluweundn 80% (Q) of waasmsscanslistennin 70% (Q) of
the L.A. luiam 30 wifi the LA. lutaan 45 w4
4. Uniformity of dosage units ATIN ATITW
5. Urea - NMT 0.5%
6. Hydroxylamine - NMT 1%

3.2 Drug substance specification : Hydroxyurea (Hydroxycarbamide)“)’m

| UsPa , , BP 2016

1. USnmdendey 97.0 - 103.0% of Hydroxyurea 97.5 - 102.0% of Hydroxyurea
(calculated on the dried basis) (anhydrous substance)
2. identification AU ATIWIU
3. Loss on drying NMT 1.0% -
4. Residue on ignition | NMT 0.50% -
5. Heavy metals NMT 0.003% NMT 10 ppm
[T ) [ W ....................... UIeFuAMENIINANG
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3.2 Drug substance specification : Hydroxyurea (Hydroxycarbamide)‘”‘m (Gia)

‘A s ‘ BP 2016
6. Urea and related compounds | #3290 % - Urea : By thin-layer chromatography

NMT 0.5%

- Related substances : By liquid chromatography
* Any impurity : NMT 0.1%
* Total impurities : NMT 0.2%

7. Chlorides - NMT 50 ppm
8. Water - NMT 0.5%
9. Sulfated ash - NMT 0.1%
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1. Laﬂmsmsvlﬂ"%'uagmwmifuw:tﬁuuﬁw?umLﬁm‘iwmUluﬂszLWﬂ"lwn HLasRLAY (declare) WREINERS
1.1 Iuﬁwﬂ"mumsifunztﬁuuﬁﬁ'um (8.2 N18.3 NE.4 USILENTTH) )
1.1.1 lunsdifdusindaludsznalng wanofls ne2
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i’lﬂau?jﬂﬂqmﬁnumzmmzuuuﬁﬂmanm‘smsﬁ'ﬂ%arniﬁ'mfrfm
A
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5981150 3 Idarubicin HCI 10 mg injection

muﬂssn'lﬁé'ow‘i'mquaswﬁ'lﬁ

1. Haen Idarubicin HCI 10 mg injection

2. aossiaiana byl ;
2.1 guuy Wussszanely Unannids dnibia
22 dwsznay  Usznaudandann Idarubicin Hydrochloride 10 mg T 1 vial
2.3 MIUTVTN ussg’tumwzusf«gmﬁ@ﬂswﬂmm%a Yasruua ﬁaussﬁgﬁwﬁﬂaaﬁ”uum'lmwia:m6\
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3. Qma&lﬁ?\mamﬂﬁﬂ

3.1 Finish product specification o

1. @@y 90.0 - 110.0% of the L.A. of Idarubicin HC!
2. ldentification ATIH
3. Organic impurities - Idarubicin aglycone : NMT 2.5%

- Dianhydro idarubicinaglycone : NMT 0.5%
- Any other individual impurity : NMT 0.5%
- Total impurities : NMT 3.5%

4. Bacterial endotoxins NMT 8.9 USP EU/mg of Idarubicin HCI
5. Sterility ATIIHIN
6. pH 3.0-45
7. Particulate matter ATIH

- 8¥NIATWIN > 10 pm aitfiu 6,000 auma
- BYIAYWIA = 25 pm Lifiu 600 ayma

8. Volume in container AT
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3.2 Drug substance specification : Idarubicin Hydrochloride o

USP 41

1. ﬂ?mmﬁ'ﬁmﬁﬁﬁ'ty 960 pg - 1,030 g of Idarubicin Hydrochloride/mg (calculated on the anhydrous basis)
2. Identification ATIHU o
3. Crystallinity ATIHH
4. pH 50-6.5
5. Water NMT 5.0%
6. Chromatographic purity - Any individual impurity : NMT 1.0%
- The sum of all impurities : NMT 3.0%
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swaztﬁﬂﬂ@mé’numzmmztmuﬁﬁmanmsmsﬁ'ﬂ%‘arnjﬁ'mwfsn
1a7N B38 /2563
378115 4 Mesna 100 mg/ mL, 4 mL injection

s s =
ANl IENIEIINIA qUﬁi'\“Iiﬁ'l%

1. B Mesna 100 mg/ mL, 4 mL injection

2. ansansiania
2.1 Juuy WussacaoUneanda la dmindadmaandand
22 dmlsenay  Yaznaudiudaen Mesna 100 mg/mL IuansazaneySunas 4 mL 1 1 vial
a P A 1 @
2.3 MIUUIN usi’{lum’ﬁuzmsgmaﬂﬂs’lﬁmmﬁa Uaanuugs
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3. amaNGMInNaia

3.1 Finish product specification "

1. Yhinmardnng a329rua ATyl Finished product specification
2. Identification mmmum‘uﬁs:qlu Finished product specification
3. Particulate matter mmmumwﬁ‘i:qlu Finished product specification

- YUQ > 10 pm JaiLAin 6,000/container

- UNA > 25 pm laiifiu 600/container

4. Sterility f779 Nﬁu@lmﬁi:qlu Finished product specification
5. Bacterial endotoxins m’ai)shumuﬁi:qlu Finished product specification
6. pH m’;ﬁ]ﬁhumuﬁsziﬂu Finished product specification
7. Volume in container AT

8. Impurity / Related substance 7379 N"mmuﬁi:lﬂu Finished product specification
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3.2 Drug substance specification : Mesna (Sodium 2-sulfanylethanesulfonate) @&

 Testltem

o

1, Pumaademy

@

96.0 - 102.0% of the L.A. of Sodium 2-

mercaptoethanesulfonate (dried basis)

96.0 - 102.0% of the L.A. of Sodium 2-

sulfanylethanesulfonate (dried substance)

2. Identification ATITHIU ATIINIU
3. Appearance of solution | TN ATIWIU
4. pH 45-6.0 45-6.0
5

. Related substances

- Thiouroniumethanesulfonic acid : NMT 0.3%

- Guanidinethiouroniumethanesulfonic acid

- Impurity C : NMT 0.2%
- Impurity D : NMT 3.0%

: NMT 0.3% - Impurity A, B, E : for each impurity, NMT 0.3%
- Any other impurity : for each impurity, NMT 0.1%

- Sum of other impurities : NMT 0.3%

- Mesna triazine analog : NMT 0.3%

- Mesna related compound A : NMT 0.2%

- Mesna related compound B : NMT 3.0%

- Individual unspecified impurities : NMT 0.1%

- Total unspecified impurities : NMT 0.3%

6. Chloride NMT 250 ppm NMT 250 ppm
7. Sulfates NMT 300 ppm NMT 300 ppm
8. Disodium edetate - NMT 500 ppm
9. Heavy metals NMT 10 ppm NMT 10 ppm
10. Loss on drying NMT 1.0% NMT 1.0%
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318M57 5 Tegafur 100 mg + Uracil 224 mg Capsule
aalszmeadIninguaszssiii

1. Hagn Tegafur 100 mg + Uracil 224 mg Capsule

2. amauianalyl
2.1 3uuuy Lﬂumtﬁmmﬂga fMSUTLYsEmu
22 dmlsney  Ysznaudisaasn Tegafur 100 mg uas Uracil 224 mg 1 1 15ia
2.3 MrULLIT msqluumagﬁtﬁauﬂauﬁ %30 blister pack
2.4 amn - szq%am FUUTNIUAILIFIIAYUAZANNLTI TunEe fuéumq wufinda uaz
wanzfipudrisuen LLa:SEnmﬁu{nmm‘l‘a”azho’ﬁ'ﬂLauuumsqﬁmﬁﬁ
- UNUNEN asjnﬁauﬁamq%‘am WiaBaynInsm damtlsnay WRZUWINATIULSI
289t 1aufinde i’uﬁvumﬂqvlﬁmw
3. AMENIGNINAKA

3.1 Finish product specification”

1. PInmudamdndny m'mmumuﬁiquu Finished product specification

2. Identification test @l‘nﬂ&i’mmuﬁﬁlﬂu Finished product specification

3. Uniformity of dosage unit #3a m‘sﬁlmuﬂwﬁi:q‘lu Finished product specification
Uniformity of content or mass

4. Dissolution Gx‘i’ai)mum&lﬁ‘izg‘lu Finished product specification

5. Water content m’mmumuﬁﬁzq‘lu Finished product specification

3.2 Drug substance specification : Tegafurm

e Test ; Jap.'o’gxngsé?Phiéil?tﬁac‘dp‘ueia'i?i,7""i edition .
1. Sumdaendany Not less than 98.0% of Tegafur
2. Identification ATIIHIU
3. pH 42-52
4. Melting point 166 - 171°C
5. Purity - Clarity and color of solution : Clear and colorless

- Chloride : NMT 0.011%
- Heavy metals : NMT 10 ppm
- Arsenic : NMT 2 ppm

- Related substances : #T39H %

6. Loss on drying NMT 0.5%
7. Residue on ignition NMT 0.1%
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2. Drug substance specification Ra13nnnluAnmziasiinia drug substance w3eluAiamw drug substance 184
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3. Nmnﬁm’;mmﬂmnmwwm Wwldeu Finished product specification Wae Drug substance specification
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swm‘sﬁ 6 Tranexamic acid 50 mg/mL, 5 mL injection
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1. Haen Tranexamic acid 50 mg/mL, 5 mL injection

2. ansanLiATA 1Y)

2.1 guuuy umsszasUnaanids dwinda

22 dmdsnay  Usznauday Tranexamic acid 50 mg/mL 1387915 5 mL 1% 1 vial
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3. AENUANINATEA

3.1 Finish product specification“’

8P 2016

1. Pnmdmdnny

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

2. |dentification

ATIIH

3. pH

6.5-8.0

4. Related substances

- trans,trans-4,4'-(iminodimethylene)di(cyclohexanecarboxylic)acid
:NMT 1%

- ¢is-4-(aminomethyi)cyclohexanecarboxylic acid : NMT 0.5%

- (RS)—4-(aminomethyl)cyclohex-1—enecarboxylic acid : NMT 0.1%
- 4-aminomethylbenzoic acid :NMT 0.1%

- Any other secondary peak : NMT 0.1%

5. Bacterial endotoxins

NMT 35 U per mL

6. Sterility test AU
7. Volume in container / Extractable volume ATIWNY
8. Particulate matter ATIEH
- OWMATWIA > 10 pm Wiifin 6,000 auNIn
- BMATIIA > 25 um lilfiu 600 oumn
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3.2 Drug substance specification o

1. USinmdaendey 99.0% - 101.0% of the L.A. of Tranexamic acid (dried substance)

2. ldentification ATIVEYU

3.pH 7.0-80

4. Related substance - trans, trans-4,4'-(iminodimethylene)di(cyclohexanecarboxylic)acid : NMT 1%

- cis-4-(aminomethyl)cyclohexanecarboxylic acid : NMT 0.2%
- Unspecified impurities : NMT 0.10%
- Sum of unspecified impurities : NMT 0.2%

5. Halides expressed as chlorides NMT 140 ppm
6. Heavy metals NMT 10 ppm
7. Loss on drying NMT 0.5%

8. Sulfated ash NMT 0.1%
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