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Azathioprine 50 mg Tablet

iﬂ"ﬂ Azathioprine 50 mg Tablet
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1. 10ueide wResULTEN

2. 1u 1 e Ysznaudau@aen Azathioprine 50 mg
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3. ussqluumaagutﬁuuﬂauﬁ %30 blister pack UaInuuas
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AmFuLaMImaia

BP 2013 -

USP 35

1. USandmdny

92.5-107.5% of the L.A. of
Azathioprine

93.0-107.0% of the L.A. of
Azathioprine

2. ldentification

ATIVNIU

AT

3. 5-Chloro-1-methyl-4-nitromidazole

and 6- mercaptopurine

ATVNUAIYTT Thin-layer

chromatography

4. Dissolution

A329HIUNN General requirement
VOILNFIATUFINTY sn3tuuy
Tablets

dasacaelitonnd 75%(Q) of
the L.A. of Azathioprine 1ui7a1 30
wn

5. Uniformity of dosage units

ATIHIUNIN General requirement
maqmﬁ"ﬁﬁ’ﬁuﬁm*?umgﬂunu
Tablets
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1.thtmn'lwmmanmsms'ld’{uam}tywmm!uw:l,ﬁuuﬁﬁuuuﬁ'aa’mﬁw’luﬂs:mﬁ'lnu LazdUeY (declare)
UABINA®
1.1 'luﬁ’m"munwifumtﬁﬂuﬁﬁum (8.2 N8.3 N4 URILANTEL)
1.1.1 lunsdimdusnindeludszneng (e ne.2)
11.2 'lunsrﬁﬁlﬂummLﬂ'ﬁLﬁamsuﬂwﬁg (runwds ne.3)
1.1.3 lunsdifduenidrandadsane (wanefla nw.4)
1.2 ludwadunzifiousn ne. 1 vasimananan wiannazdsanitaniniuquamninuas
Namnm‘nmumuﬂ:muu'h (finished product specification) n*srumaas*m‘mn’lstﬂauuuﬂaoufﬂmwumu
wdasunuanmIaduIMwiensvaunlyawsaa finished product specification
2. unsdifismdalusanalneg guiadasiidumnwdaniifasusesanaspiuntsndneranunsnin e’
?‘ﬁ'msﬁﬁ'lumswﬁwmmaans:mnmmsmqm (GMP) lunanaefilauangy
Tunsdifidiweningromnaradsana guiadaslidumnmuianifesusesanasgwmsniasm
uﬁ’nmm‘rﬁﬁmsﬁﬁlummﬁmmmaoﬂi:mﬂg’"wﬁm %32 Certificate of pharmaceutical products

3. mﬁ‘muam’aoLﬂumﬁu‘%ﬁ'mﬂupjwﬁw?avj’uwua‘hv\mu ( LAAILANANITUTDY)

4. dunmwislenaInusnasIasn eI

4.1 Namsoma“atﬂﬂzvfﬂmmwuﬁm"mwfmaaﬁuﬁm (Certification of analysis) 'lumiuﬁa‘uﬂuohazm

4.2 HaNIATINNATRARININIAGAY (Raw material) maammmﬂmﬁ"lﬂumwamm Mvadiaen
ua*wnammn@umﬂusummnu wazdumdnatueIdasg1anss (LaAIBNEIILITEI) FBIUFRINITATIY
Azathioprine mu
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BP 2013

usp3s |

1. USumdendagy

98.5 -101.0% of the L.A. of Azathioprine

(Dried substances)

98. 0 101 5% Azathnopnne

(Calculated on the dried basis)

2. ldentification AU It ATIULIT Infared absorption
- Infared absorption spectrophotometry spectrophotometry
3. Acidity or alkalinity - AT

4. Related substance

- Impurities A, B : for each impurity,
NMT 0.15%

- Unspecified impurities : for each impurity ,

NMT 0.10%
- Total : NMT 0.5%
- Disregard limit : NMT 0.05%

- Limit of mercaptopurine : NMT 1.0%

5. Loss on drying

NMT 1.0% of its weight

NMT 1.0% of its weight

6. Sulfated ash

NMT 0.1%

7. Residue on ignition

NMT 0.1%

ViU 1. m"aau.amuamsnmaauqmmu“ﬁmaLwﬂﬁﬂnnfaofeLwim"a 1-7 uszudasiademmaseulfunasyu
MINAFOUMNLNFTAIY BP 2013 %38 USP 35 fileh

2. NMT = Not more than

v
(no’?a).........?@ﬁ?’.ﬁf’. ....... 0(‘: 15"‘\7 ........... dsrmuanznssums
Wamguauag adriu)
®i%0)......STV9)_ Yipna...... nyIuNg
WNMIMIA mne)

nITuMT

@EmWian nedseq)

winfiziensil_yeiiad2i2557



5. @aptirden
5.1 fiauame dassediadnatnahaian 3 miasussained fuludunuuaamoanioeld
ﬂ'mmumunmv\uﬂlmwaﬂmauummvl,ﬂmmu
6. mILsiugmWenTidwaY ( uradansInTLLTETY)
6.1 mwaw'lﬁaiwauﬁ'aa‘lajﬁavn'h 12 1iaw HLANIURINAL
6.2 tnnnyIAfigenay a*maammtmmwmdmnsmwamsm’:mmﬂmmsunmuawawwam
6.3 lumru.'n'nmawnmsmmsaumamomnawamwaamﬂmmﬁ RN wihemamazh
wﬁ.’masawamafmm‘[@ugmwmmaommtwuanmummummzmqsmsam*nmLﬂswznunnﬂu
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30 TwiLNIUA IS ULt s nlsewenunauas 'uaaa’maﬂﬂmuwmsmmsm‘uaﬂmmmnm'mawmu
ua:/mawwamluﬂswa‘lﬂ
6.4 :‘4;11'1Ua:ma07ULﬂ5uuU1Lﬁamlnﬁmﬂmq wiadaifemadavanwianisznsle g dews e
7. \anmTaug
7.1 lunsdidunzidawgnanannnd 2 9 ardasiliumnnwanenansAnen Long term stability A i
dandulunziiowenuuaes ua,'lmumsmmmusamnmsa’mwummwawsw
7.2 Tunsdidunafouenantasnii 2 9 daslidmnnINEERaMIANIe MRS
Wndulunsdonounuaas ua*"lmumsmmusnsaotanmsmnwummwamshm
7.3 nsdiddwi lailgeduuun dasiivangrumainmafidatiedusasnansiinmils Bioequivalence
study 'luuuumﬂsuumuunummuuun «NLﬂu'lﬂmwamnmmmsemm’mawamaanaomuaum N3N
amvougy’

naneIng : 8989370

1 = British Pharmacopoeia 2013

2 = The United States Pharmacopoeia 35

3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies ua:@:ﬁa
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Cyclophosphamide 1000 mg for injection

Bom Cyclophosphamide 1000 mg for injection
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1% 1 Vial Ysznavdas Cyclophosphamide 1000 mg
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USP 35

BP 2013

1. YSumaendngy

90.0 - 110.0% of the L.A. of
anhydrous Cyclophosphamide

92.5 - 107.5% of the L.A. of
anhydrous Cyclophosphamide

2. Identification

NIV

ATIINW

3 Bacterial endotoxins

NMT 0.20 USP Endotoxin Unit/mg

A773H UM General requirement
YOUNTFTETUEMIV Finished product

JUUUY Parenteral preparation

4. pH 3.0-9.0 40-6.0
5. Uniformity of dosage A99NIUAY General requirement ATV
units VaUNFTFITUSINIY Finished product
JUULY Parenteral preparation
6. Constituted solution ATITHU ATIVHN
7. Sterility Tests ATIIHUAN General requirement AU
YBILNFVAIUSIMIU Finished product
gﬂuuu Parenteral preparation
8. Related substances - ATIIY

9.Particulate matter

- BUNATUA >10 pm 'L
\i% 6,000 aume

- AUMATUIA > 25 pm Tl

(in 600 auA

ATIINIUAN General requirement
YBINFTFITUE ML Finished product

3UuVY Parenteral preparation

A7I9HUANN General requirement
YBINFVATUE MU Finished product

3UULY Parenteral preparation
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e 1. dssusaIneMINassUgmaNTAMINafiayndaaiudda 1- 9 uasudsziatentmeseulfines;iuns
NARaUMUNFTETY USP 35 w3a BP 2013 fAle
2.NMT = Not more than

o o
Panludn 9
o ' e X - o & d o ' e y e
Liunmwiisenasmsiasusugnedunaoudiusniedwiinslulsinelng ussdnuas (dedare) und e
o G & - o & [ . A
1.1 lwddnstunadoudsus me.2 ne.3 ne.4 udaudnsd)
ad A a
1.1.1 lunsdindusnfindaludszinelng maneds ne.2)
P o w o .
11.2 'l.unsrﬁ‘ﬂLﬂummml.wan'ml,mmsq (ranedis ne.3)
1.1.3 lunsdinduenitranddsanamunsis no.4)
° P 4 P ] v - w o a o
1.2 lusatunzidouen ve. 1 vasnfiiauena wiaunuanduanatanmsaiuquamn s INEAR
ad P o . ) . Ad ’ & a a o
enufiiunzibouly (finished product specification) nsdifiagszninsmaasuudssudlufuiduszdosuuy
nanInIaEuMIMWOINeMsaun luuwiaw finished product specification
2. lunsdifismialudszanalng guiadasddaumnmwinowifesussanaspumandamaunaninoe?
ad P a P~
mIndlunndamvansznymmningy (GMP) lunnamiiausany
Tunsdfiiinaningromndwsana guaadastidunamniemitfeiusesanasgmumniasena
a et A - v o a . .
mntnmﬁﬁ')ﬁmsmﬂumswammmaaﬂszmﬁg«‘wam 738 Certificate of pharmaceutical products
3. SWWIWTNLENAIA RN BIAZ VB IEN TILAUETIAN
a ¢ a o ¢ v a . . B oA o B
3.1 WamIaTIRIATIERgMNWREanIvaIHEn (Certification of analysis) lusjunsadudaating
3.2 HAMIATIVUATZHAMNINIAGAL (Raw material) vasmaendagillunisuiagm NIvDIHEAL

¥ a o a 4 . o oA @ a ' d a v o (12
LLﬂ:QNRWmQﬂUYILﬂ%?mﬁU’mu llﬂztﬁuﬁqulﬂU?ﬂUquqaﬂqﬂﬁﬁﬂ(lLa@NLaﬂmﬁlﬁa\‘l) ﬂaﬂuaﬂﬁfﬂfﬂﬂﬂﬂﬂu( H2)

 qmasiamomnaiia ' USP 35 BP2013 |

1. USunoudendnry 97.0 - 103.0% of Cyclophosphamide 98.0 - 102.0% of Cyclophosphamide
(Anhydrous basis) (Anhydrous substance)

2. Identification AU a1 %

3. Appearance of solution - Clear

4. pH 39-71 40-6.0

5. Limit of Propanolamine NMT 0.025% -

6. Limit of Degradation products - Cyclophosphamide related compound D ATIVIY
: NMT 0.06%

- Cyclophosphamide related compound C
: NMT 0.06%

- Cyclophosphamide related compound B
: NMT 0.06%

- Cyclophosphamide related compound A
: NMT 0.06%

- Any unspecified impurity : NMT 0.06%
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andNlaNImaia USP 35 BP 2013

7. Limit of Chloride NMT 0.033% NMT 330 ppm

8. Limit of Phosphate NMT 0.01% NMT 100 ppm

9. Heavy metals NMT 20 ppm NMT 20 ppm

10. Water 5.7% - 6.8% 6.0% - 7.0%

11. Bacterial endotoxins NMT 0.0625 USP Endotoxin Unit/mg of -

_ Cyclophosphamide
12. Sterility Tests AU -
UG 1. w”aqu.amwﬂmivmaauqmauﬁ‘m’mamﬂﬁﬂvgniavﬁuwhl"a 1- 12 uasudinzyrtamamasaulsinesyums

NARBUANNFTGTL USP 35 w3a BP 2013 file
2.NMT = Not more than

4. dlauanmdasdinlatnenanaias 3 wihgusTeAme Fudwiunuusnsmeasdoe ldasudauauiiimue
luirde qauswianaly dradu
5. mﬁtauam’aatﬂumﬁu%ﬁmﬂug{uﬁw%a;‘Jl”tmua'immu (WEAILENEITIUIDY)
6. nnsﬂs:n"uqmmwmﬁdwau (waagtanaIn1IulIznn)

6.1 mwuaamﬁdmaum”aa"lxiﬁann’h 12 Lfaw WUNNTUSINAY

62 mwm’mwa\mau '«rmaammmewmﬂ‘lusmaonamsmammﬁ,v\msumwaumamwm

6.3 ’lunsmmmﬂwnmsmmsaumamomnawamwaamﬂmmﬂmﬂmmw PITTNTSYRIiAe
Sodvadlateen '[ﬂug’u’mmaaaammuanmummuﬂv\mﬂwnmsamsamtﬂﬂmua:tﬁug«lmm’nau
Alfislumsamalianeiguam 'l.unsrﬁﬁwui']m'lahﬂu'lﬂmuqmé’nunwmww wihgmsmesuinili
%’uﬁmsmnmawaﬂmmﬂ?nm'maeg’mu ua:m?asjwﬁm‘luﬂ{wiavlﬂ

6.4 ;d”mm:oi’aa%’mﬂﬁlﬂumLﬁam'lna"mmmq wIadaiansfeuammnauiinue
7. OnEBu 9

7.1 lunsdidunzfouenanannnii 2 9 asdasfidummninoransanen Long term stability anaifiou
wadnlunndouewuass

7.2 Wwnsdidunandousnaniesnii 2 9 ssdasfiinnmmienansinsaNuAIRIT IR BN ALY
lunudonenuiuzas ua:'l@T%’umsmmu%’maaLanmsmn;jﬁé'\mwaau?ﬁw
8. lasniluidasnzanonionld FaaunLIanaTUERIRNAAITATBINMERSINIAZANY wazSavsana i
mwm.aummmLmnumm'l@"luﬂﬂmmumun’l'ﬁnuwmal ua.maauamﬂﬂa.taﬂmmaaﬂaamwamlu
lnasinuen

nangwa 88N
1 = The United States Pharmacopeia 35
2 = British Pharmacopeia 2013
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1nafl Ad2 /2557
i’lzlm'iﬁ 3 Cyclophosphamide 50 mg Tablet
aulsemadsninavannsiii

Za  Cyclophosphamide 50 mg Tablet

amauianaly
1. Musndandawitnna (Sugar coated tablet) ¥HaTULTENH
2. 1w 1 uiim Yszneudedan Cyclophosphamide 50 mg
3. urnlunsusaaiin
4. 983y - FoeN #IUUTNOUMIEN AN YUAZANULTI TunEa ’;Tuf?uumq \viinAe uazwanzdon
Fsuen 'l'faahvﬁ'mauuumsqﬁmsv‘f
- URUHIEN aﬂwaﬁanﬁaoszq%‘am frulsznaudandng AL i’uﬁvumq LasRvANER

anduiGimanaia *?
AMAIIANIINaia USP 35 - BP 2013
1. fTinmadng 90.0 - 110.0% of the L.A. of 92.5 - 107.5% of the L.A. of
Cyclophosphamide Cyclophosphamide
2. Identification ATIINU ATIVEU
3. Dissolution Not less than 75%(Q) of the LA. of | aT13H %
Cyclophosphamide lui1a1 45 wdi
4. Uniformity of dosage units | avialu AT
5. Acidity - AT
6. Related substances - AT
Sauludng

1.ﬁ'ummwdml.anmsms'lﬁ%‘um‘uyﬁmfuﬂuﬁ sudsueniA e misludszndlng ussdues (declare) UNRINE®
1.1 lwddynstunzidoudrium (N8.2 ng.3 N4 USUANT)
1.1.1 unsdiiduennfndaludsanelng ansds ne.2)
11.2 lunsﬂﬁtﬂuﬂwﬁnL’Eww‘vian"muiamsq (manafa nu.3)
1.1.3 'l.unsﬁiﬁl.ﬂuﬂ’lﬁm'l‘mn@mﬂamﬁ(vxmUﬁ'e Ng.4)
1.2 Wéwadunafouen ny. 1 vesefiauasan wisunuazBuaiiamIniugunmmnsaInaas el
auiitunzadonly finished product specification) nmmam..wmmsn,ﬂauuuﬂmuﬁ"lmwummmamuu
AFMIsFBIMNINENTTaLA N INSau finished product specmcatlon
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(WHRNIFUANRY aaTTn)
-0, 4
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(CREL:) F e nNIINMT @358)........ m LT .................. NIINANS
(W9EMIUIFT NaIsey) (WRETIMIA yng)
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2. wnsdfewmaaluisznalneg Nwammawa’n.mmwmwuoaasmaammmumwammmwanmm‘n
'Jﬁmsmﬂumswﬂmmmaannﬁammsmw (GMP) lunanasfiiauane
Tunsdifidueningrondrslss N Nwamaaumtmmwmwmaasu'saamm‘spumwammmu
mmnm‘mﬁmimﬂumiwamﬂwaoﬂivmﬁwwam %38 Certificate of pharmaceutical products

3. mtmmwmf.uanmsqmanum,maommauaﬂm

31 Namwm'«ﬁmswzﬁﬂmmwwﬁmﬁ'm‘ﬂmaoﬁwﬁm (Certification of analysis) 'luu‘liuﬁa'otﬂud‘zazm
3.2 Namsmnmmﬂ,nﬂmmwmmu (Raw material) maommmﬂmf‘ﬂ'ﬁ'lumsnamn MIVBITNAALN
uawwammnﬂumﬂmummnu Ltawtﬂmummnummammm ( UWEAIBNENTIVUTEY ) ABILFAINITATID

Cyclophosphamide A9k goe

anduiamenetia- usP3s : BP2013

1. WBmdamdny 97.0 - 103.0% of Cyclophosphamide 98.0 - 102.0% of Cyclophosphamide
(Anhydrous basis) (Anhydrous substance)

2. Identification /39U AU

3. Appearance of solution - Clear

4. pH 39-741 40-6.0

5. Limit of Propanolamine NMT 0.025% -

6. Limit of Degradation products - Cyclophosphamide related compound D AT
: NMT 0.06%
- Cyclophosphamide related compound C
: NMT 0.06%
- Cyclophosphamide related compound B
- NMT 0.06%
- Cyclophosphamide related compound A
: NMT 0.06%
- Any unspecified impurity : NMT 0.06%

7. Limit of Chloride NMT 0.033% NMT 330 ppm

8. Limit of Phosphate NMT 0.01% NMT 100 ppm

9. Heavy metals NMT 20 ppm NMT 20 ppm

10. Water 5.7% - 6.8% 6.0% - 7.0%

11. Bacterial endotoxins NMT 0.0625 USP Endotoxin Unit/mg of -
Cyclophosphamide

12. Sterility Tests AT -

HALINA 1. 6'1'9\1u.amNamsvmaauqmauu“ﬁmqmﬂﬁﬂvlnﬁ'aﬁ'yoLwhlva 1-12 u,a:Lwia:ﬁ‘z'ﬁ'amwmﬁau'l‘fmmg'mmi

NAFALAVNFUAITU USP 35 w3a BP 2013 file
2.NMT = Not more than

9 'Y e f y 9 . a Pz a a [y [y o
4. fisuanmassdiaiatenageias 3 mhousranud sududunuuaasneszidoaldasudiumunimua
luiade qouanivialy dhadu
5. iniuanadaailugnnuisniduduianiadunudmihy mansanansiusas)

-
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Y d
wwamguamnad adam)
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6. m?ﬂi:ﬁ'uqmmwmﬁdmau (uanaand1In1ITutlenny)

6.1 ammaomﬁﬁwaud’aa"l&iﬁfaun'h 12 L@aw WUINIuEINaL

6.2 m‘nmmwawau a*maommmewmu'lmusaowamsmamLfm:v\msunawaumamwan

6.3 1unsmwmuswmsmmsaumamw'mawamwaamnmmmmnmmw niTITMTIEYmiFe
fosvadiatinien la mpnzmmaommtwuanmummummu'n'nmsaom’:mmﬂ:v\uaztﬂugsuumau
flsiralumsassiiensigomn lunstﬁﬁwuiﬁm"lzitﬂu"lﬂmuqmé’nunwmmz WheTsmMasnwans
?uv‘imsmmﬂauaﬂmmﬂ“'ana"n’u'aa;‘{mﬂ ua:m?asjwﬁm'luﬂ%’:wia'lﬂ

6.4 cj’mua:ﬁaﬁmﬂﬁuumtﬁamlna"ﬁuﬂmq wiallafansfeusmmnaniivue
7. @nasdu 9

7.1 Wwnsdifunadousnanunnnii 2 1 sxdasldummndnnamsdnmn Long term stability @afiu
wandalunadouenanuaag

7.2 lunsdifunsfousnanstasndn 2 0 AT NN EBNINTAN I AN AITIVE IR B A UL
lunzidouenuuges ua:‘l@?’%’umsmmu{maqLanmsmmjﬁa‘i’xmwam?ﬁ'n

7.3 nadduililsendunuy desindngumddnmafidatiolfusasnansdinmnis Biosquivalence study
TwaywiuSsufisuiuenduuuy %mﬂu"lﬂmwé’nmm‘vfmsﬁnm%’aaugamaonaamuqum ns:mwmmsmqms

nNnug 898990
1 = The United States Pharmacopeia 35
2 = British Pharmacopeia 2013
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies ua‘:fjﬁa
msﬁnm%":ﬂszﬁﬂﬁwaua:%aauga’uawﬁmﬁnwfm NBINUAVYT FIUNNUATNTINATANT
USZEN NTTNTIINTITY

Y4
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aatlszmAvImInguaTEsi

Doxorubicin HCI 2 mg/mL Injection, 25 mL

amananaly

Doxorubicin HCI 2 mg/mL. Injection, 25 mL

&
Wussazasdneaanide

1w 1 Vial (U33n@3 25 mL) Usznaudas Doxorubicin HCI 2 mg/mL

1
2
a X a > o 1 a
3. Uﬁﬁ;‘lum‘nuzmiqil’}imﬂi'l?m'ml,’ﬁa’numml,l,m type | Lm:uﬁqnm‘ﬂﬂaonuum
4

m

A v W ° Qv a =3 R : A -3 o W
anney - DN a’mﬂs:naum’;mmmgua:ﬂ'nmm TURRA IUFUDTE LRUNHIR uazawnadioudsuen

adwsaauuuursasined

[ ie o ' 4 ' a o v o &
- UuUT?Qﬂm‘VTﬁﬂUNﬁU'T amoﬁaw‘fewxq%am a’mﬂ‘s:naummmamw AITVLIN ’maumq

Doxorubicin HCI

LazLATANAS
ananigmonana "
P ﬁtﬁanu’ﬁnw;naﬁn USP 35 BP2013 |

1. Uinmdaendngy 90.0-115.0% of the L A. of Doxorubicin HCI | 95.0-110.0% of the LA, of Doxorubicin HCI

2. Identification ATIVHIU ATHIU

3. Sterility ATIININ ATNIUAN General requirement
YBILNRTEITUEIRTY Finished product
JUuuY Parenteral preparation

4. Bacterial endotoxins NMT 2.2 USP Endotoxin U/mg of NMT 4.4 U of Endotoxin/mL

5. pH

25-45

25-35

6. Volume in container

A3IINUNN General requirement
YINFTAITUSWIL Finished product

JUuuU Parenteral preparation
U

AT29H WA General requirement
VBINFBATUE BT Finished product

JUuuY Parenteral preparation

7. Particulate matter

- AYMATUIA > 10 pm
laiifin 6,000 aynia

- 2UMATWIA 2 25 pm
laiifiu 600 ayna

ATIINIUAN General requirement
YDUNFTANTUENIY Finished

product JULUY Injections

AT79HIUAN General requirement
YaINFBFIUEIMIY Finished product

Ei.lu,‘uu Parenteral preparation

8. Related substances

by Liquid chromatography

-the area of any peak corresponding

: NMT 3%

-the area of any other secondary peak
: NMT 0.5%

<
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WUINA 1. AbsugaIRaM IMATBLMEUTAMINafianndasaudda 1- 10 uasuderirtanimeseulfinasgums
NaFBUAUNFEE1SL USP 35 wa BP 2013 Aile
2. NMT = Not more than
o 4
Ganludu g

1.ii'ummwmmanmsms'l@i’%’uagmgmfuﬂnﬁ suduR s mingludsineng uazdues (declare) UNAINA®
1.1 luddnsfunzidoudrive me.2 ne.3 ne.4 ududnad)
1.1.1 lwnsdifidunirdaludsznalng paneds ne.2)
11.2 'lunszﬁﬁtﬂumihLi’uﬁamsuﬁmﬁq (runeds ne.3)
1.1.3 luns@Adusnidraneslssmamunsts ne.4)

1.2 ludedunadoun ne. 1 28 fiauasan wiaunsazdoaiadansaufun M KYaINEan Ml
anudunadowly (fnished product specification) nsrﬁﬁagsm’mmsmﬁ‘uuuﬂmuﬁ*lmv‘i'uw‘imw"aeuuu
N MIaF R IMNENIVaLA lawSay finished product specification
2. unsdifigmaaluszanalng grAadasdidmumnnwinenitiFesusasnasgunIHEauIaunaniniel

’J‘ﬁ'msﬁé‘ﬂumsnﬁe\uwaomxmwmmsmqm (GMP) lunaaaenfilauouns
Tunsdifuiuemingromnawdszna grdadaslidmunnniioniafeiusesnamumniasiana
vm”ntﬂm‘ﬁﬁ‘ﬁ'msﬁé‘ﬂumswﬁmﬂwaaﬂi:mmjnﬁm %39 Certificate of pharmaceutical products
3. ﬁmmmwmmanmsqma”numwaamﬁmua'swm
3.1 Nammﬂﬁmﬁzﬁqmmwwamﬁm‘rfmaag{wﬁm (Certification of analysis) 'lumjuﬁdotﬂuﬁ"aaai'm
3.2 WamIaTRTATERgUNWIANAY (Raw material) pasandmenflilunisnian vﬁmao:{namm
ua:pjwﬁmi’mqﬁuﬁtﬁuﬁmﬁmﬁu uauﬂujutﬁmn”umﬁ"zasha"?'fzio (URAILBNANITUTEY ) ADIUFAINITATIY

.. o X(1)2
Doxorubicin HCI mu( @

quaaiananaiia USP 35

BP 2013

1. Pinmeendaty 98.0-102.0% of Doxorubicin

(Anhydrous substance)

98.0-102.0% of Doxorubicin

(Anhydrous substance)

2. Identification ATIHIN ATIVHIN
3. pH 40-55 40-55
4. Crystallinity ATV -

5. Related substances The total of any impurities : NMT 2.0%

By liquid chromatography
- Any Impurity : NMT 0.5%
- Disregard limit : NMT 0.05%

6. Limit of solvent residues - Acetone : NMT 0.5%
- Total of acetone and alcohot :

NMT 2.5%

(as acetone and alcohol)

- Ethanol : NMT 1.0%

7. Water NMT 4.0%

NMT 4.0%

8. Bacterial endotoxins -

NMT 2.2 iU/mg

RANEA
—_—
NAFAUANMMNETETL USP 35 #3a BP 2013 file
2.NMT = Not more than
A . ; 4
(m'na).............ét?i@.?{‘.‘.‘.d ........ oay,
¥ A
(WNENFUINRE ASITW)
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(RIBB).c e T, NITNNT

(WHEIWIRT NadTas)
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4. dlaneniandasdidaatininatnaiay 3 whguTTIAI Fududrunuuansmuazdoeldasudumuitnue
luvate Qmauu'ﬁﬁ"ﬂﬂ Teen
5. mﬁtauaﬁaaLﬂumﬁ'u?ﬁnLﬂmj'cqﬁw?apgunm‘hv\mU (udnsaNd1ITLIaY)
6. MIUszAug N gdINEY (LAnlanasTTULTEiu)

6.1 mqmaamﬁdmaum”aa'l&iﬁaﬂn'h 12 1Ha WLANINFINDL

6.2 mvgna’mﬁ‘muau a:m"am'ai‘hmewrhﬂ'lm’usaaNamwﬂﬁmﬂ:ﬁmjuﬁdwaumaag]i’wﬁn

6.3 lunsr‘f'tﬁnmﬂﬂ%n1ﬁﬁ1nﬁz§ue?‘aathqmﬁa'wamﬁiammﬂﬁmﬂ:ﬁqmmw wiTTNITazinilIFe
fosvadiatwe e ag{mm:ﬁmﬁamﬁuﬁ'nmmﬁ'\muﬁumam’ﬁmsahmw‘imﬂ:vfua:Lﬂucﬁuﬁmau
fi'ﬂ'&’ihsflumsm’:ﬁtﬂﬁ:ﬁqmmw Iumtﬁﬁwuhm'lahﬂu"lﬂmuqmé’num:mmz wihsngnmesminls
FuRnsanMsERETAENEINEITBI Y ua:m?ag«fwﬁmluﬂ{wiavlﬂ

6.4 gi.'-mua:ﬁaﬁmﬂﬁwmtﬁam'lna"vmﬂmq wIadaianisifensnmnauiinua

6.5 MIIAINABINUANG RN i 2-8 aseruaAS LA WY Cold chain system Alfnasguemananinoe’
GDP (Good Distribution Practices) Tasusaananssznay
7. anEsau 9

7.1 lWunsdidunsifougranannnii 2 9 ssdasddumwinenansdinm Long term stability anufiéiu
Wadnlunsdougnaunuans

7.2 Wwnsdidunadousnantosndn 2 9 sxdasfidnmmwinanansdnmanuassvs R iwAu Y
Tunzdowenuuaes wazldsumsasnaisesenasanglismevesudsm

7.3 LONAILAAIANNAIRITAILNAERS LS DR BB AN zRuEansaEhTuaa e Telua

a4 v ol o A 4 Y o o o s
ﬂl’ﬁﬂualhﬂ LLﬂ:@]aGLLaﬂdﬂfJa:lﬂU@I'ﬁ\jaaﬂﬂﬂﬂﬂﬂumay‘a‘lulanmsﬂqﬂuU'I

nNEng 898990
1 = The United States Pharmacopeia 35 j
2 = British Pharmacopeia 2013
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ANUITNIAIININ quai'mmﬁ

Fluorouracil 50 mg/mL., 20 mL Injection

fom  Fluorouracil 50 mg/mL, 20 mL Injection

andnigmly

Ll

X
Wussazansdnaanitie &

- X a [y o 1 o
uylwmausussendaUnennisariieuiaund type | uazusTa sl uuasld

Tagnstauuunussanmd

1w 1 Vial Ysznaueas Fluorouracil 50 mg/mL lusnsazanad3unas 20 mL

v (1){2)

A v Qs o L O = a Av i o g Qs
amINIY - TOEN ﬁ’]‘l«kﬂ?:ﬂEl‘]J(?'I')il'lmﬂfUuLLﬂ:ﬂ’n&lLlid TUHAA InEUaE WwphnAe ussaunziioud1suen

a i o ' Y P s a P o &
- uuuiﬁ?nm‘ﬁﬁﬁ&lﬂaﬂj aﬂ’“ﬁaﬂ@]aﬂs:q'ﬁaﬂ'\ ajuﬂs:ﬂauﬂjﬂ'\mﬂfy AIUUTI 'Juaua'\q

LAZLRUNHA®

AMENTAYINARA

(1).2)

amaNiAMINaa

USP 35

BP 2013

1. USunmuendng

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

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

2. Identification

ATIINU

AT

3. Bacterial endotoxins

NMT 0.33 USP Endotoxin Unit per mg

av19r e wTiszylu Finished product

of Fluorouracil specification
4. pH 86-94 85-9.1
5. Urea - ATIVNU
6. Related substances - ATIHIU

7. Sterility

N379NUAN General requirement
YBINFTATUE ML Finished product

UMV Parenteral preparation

@379UNN General requirement ¥4
\N&BFITU&MTY Finished product

EIJLLUU Parenteral preparation

8. Volume in container

ATIVHIWNN General requirement
PDINFTAITUEWTU Finished product

3UuLY Parenteral preparation

ATIUAU General requirement Ua4
LNFBASUEMIY Finished product

Ellu.nu Parenteral preparation

9.Particulate matter
- AUMATUIA =10 pm
Liifin 6,000 aume

- DRMATUR >25

um Liifin 600 aunn

A5 UM General requirement
Y INFTATUFIRTY Finished product

31.] w1 Parenteral preparation

ATIWNIUAY General requirement Va4
WNFTETUEIWSY Finished product

Eﬂu.u*u Parenteral preparation

RAULNA
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NMT = Not more than
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Genludng

s . o X o & A . . e oA
1.mmewmﬂLanm‘sms‘lﬁ'ina‘l}mﬂmmmLﬂUu@nmmm ﬂi]']“u'lﬂ1uﬂ7:l.ﬂﬂ1ﬂﬂ URSRIUAY (declare) URRIHAR

o & X P o W v ' at
1.1 1Umﬂmvﬂ']wuﬂ:luﬂuﬂ']mﬂ1 (ha.2 ne.3 Ne.4 LRILANTIH)

1.1.1 Wwnsdiidugnfinfaludsinelng mansds ne.2)

e o w d N a
11.2 1uﬂ?m'ﬂLﬂuﬂ'lu'll.‘ll'uwaﬂ’l'ilm\'mﬁ’q (““qﬂﬂ\'} ﬂﬂ.3)

1.1.3 Wnsdimdusnhidrandedsanamaneds ne.4)

o l i L al a9 - o
1.2 ludwetunsidons na. 1 2N LERETINY Wiﬂ&lﬂUﬁ:tﬂﬂﬂ“'ﬂlﬂﬂ’]iﬂ’lﬁﬂuﬂmﬂﬁ‘wﬂBJNRQﬂm‘Vf

AX o e o TN i S oal v
aunaunsidowly (finished product specification) nsrﬁﬁagsxmwn’mﬂﬁwuﬂaomﬂmwumm:maouuu

Lanmsﬁaﬁmmmwn”mmwauﬁ*lmmws"au finished product specification

2. unsdifemaalusznalng frdadasiinnnmnoniifaiisasunaspumaniamaananinost

as P a o
Qﬁmmﬁ'lummammm BINTNTHITIUFY (GMP) TunanasnNauawe

Tunsdifiiugringromdwdsand fuaadasldumnnmiemiifeiussaunaspumntasa

wanLNIIIEMINALUN1SHRAE VI TANANAA WIB Centificate of pharmaceutical products

3. zi’ummwrhmanmsqmﬁ'nwm:maomﬁm‘uas’]m

a - a v a . . . . a s ]
3.1 HANIATIUATIZR UM WA UYIUBIKER (Certification of analysis) Tugniwnsadudiedn

3.2 HaMIATITIATRR I IAYAY (Raw material) 1asdandag il Elumsndan navaskEngm

s Qe - A 1 ar . v Qv - ) 4 [ A
ua:@'wamﬂqﬂumﬂu?utﬁmnu uwsziuiwdenueamatinends (usaanaTILTad ) FDILARINITATIY

Fluorouracil 793

F (@

AmaAsiAnwInaia

USP 35

BP 2013

1. Sy

the dried basis

98.0 - 102.0% of Fluorouracil, calculated on | 98.5 - 101.0% of Fluorouracil (dried substance)

2. ldentification ATV ATINIU
3.pH . 45-50
4. impurity F and G - - Impurity F : NMT 0.25%

- Impurity G : NMT 0.2%

5. Related substance

- Impurity A : NMT 0.1%

- Impurity B : NMT 0.1%

- Impurity C : NMT 0.1%

- Impurity D, E : for each impurity
:NMT 0.1%

- Unspecified impurities : NMT 0.1%
- Total : NMT 0.5%

- Disregard limit : NMT 0.05%

(WM Navsad)

¥4
wwsmguaanad ag1ru)

6. Loss on drying NMT 0.5% (at 80°C for 4 hr) NMT 0.5% (at 80°C for 4 hr)
7. Heavy metals NMT 0.002% NMT 20 ppm
8. Residue on ignition NMT 0.1% -
9. Content of Fluorine 13.9% - 15.0%, calculated on the dried -
basis
10. Sulfated ash - NMT 0.1%
(®%9)...... 8 nNewmed 'J\Cﬂﬁ"*’ ....... YT UAENTINMS

-l
(M938)...v.... @W‘Z 108, nywns

(WNENANTE TIHR)
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RUNLLHA 1. FILEAIHANINAFILAMENTAMINATiannTadiueata 1- 10 uszudszviatemmeseulfnasums
—————y 9 9
NAFBLAUNFTEISY USP 35 w3a BP 2013 Ale
2.NMT = Not more than

4. fiauemmdasdidmatsenatnaias 3 wihgussaimt Fududumuansmoandoaldnsudimamaimnue
lunata qmauﬁ?ﬂ‘ﬁ"a'lﬂ TIFH
5. mﬁtauam’aoLﬂumﬁﬁﬁ‘mﬂu@ﬁw%asjl,mua‘immu (WdRsLlENEIITUIBY)
6. m‘sﬂs:ﬁ'uqmmwmﬁdauau (waadtanaIsMITuLTEAW)

6.1 mq’naamﬁdwauﬁaﬂajﬁaﬂniﬁ 12 \@an WUINIURINDL

6.2 mwgmmﬁﬁwau a:oﬁ'aodaﬁ'\mewrhv'lu%’usaqNammsaﬁmﬂ:ﬁmjuﬁa’wanmaqu"wﬁm

6.3 'lunsrﬁﬁmhUﬁmmsv‘hmsqu@hazi'mmﬁdwamv‘w‘aa‘omm%mﬁ:ﬁqmmw RBTTANTISYINRIIRD
fosvaaiatneen T@lmjmm:ﬁaadaml,ﬁu5nmm‘i’lmuﬁﬂmumﬁmsa’wsaﬁmﬂ:ﬁua:tﬁmﬁuﬁmau
fldislunsanaiiaedamunn ‘lunsrﬁf’iwuiwm'LaiLﬂuvl,ﬂmuqmé’nwm:mm: AUILTITNNTYOEIUES 1
%’uv‘imsmn’mauaﬁmm@"anfhwaa;j"nwua:m?apiwﬁm'luﬂ%eiavlﬂ

6.4 pjmmzm”aﬁmﬂﬁ‘wmtﬁam'lna“‘nmmq wiadlaifienaRauanmmnauinue
7. nmIdu g

7.1 lunsdidunsidougraunannn 2 9 sxdasfidiunniwerananisfine Long term stability anafiiu
udulunsdousunuaas

7.2 lwnsdidunzdousnantasnd 2 1 wdsaddummwionanisinsnanundavasenawfsuiada
Tunzdounanuans uszldsumsasnuivsssenasangiisinevesuum

7.3 LONRIUAMIANAITITAIN MBS T s um s AmnzanmanTahtud e Idluamadudu
ﬁl‘iﬁ‘usjﬂw Ltazm"amamﬂﬂauﬁﬂﬂ%aaaﬂﬂa”aoﬁ‘uﬁaga’lmaﬂmsﬁﬁﬁ’um

RN 81989970

1 = The United States Pharmacopeia 35
2 = British Pharmacopeia 2013

2
.......... IV UMW aTsunng
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Qv Qs 4 v 'S
T1gasid ﬂﬁqmanumzmwmmuﬁ'\manmsmsw%ammmmzn

snansf 6 Human Albumin 20% Injection, 50 mL

muﬂizmﬁﬁ'aw‘i’ﬁquaﬂﬁmﬁ

;%_ﬂ_ﬂl Human Albumin 20% Injection, 50 mL

amantana

a & SR o A ' A a s ' 1 a ¢
1. Lﬂum‘sa:mﬂﬂs’lﬂmmﬂja vluuaﬁaamaaoa 2% RIARLVLIDDW Nammnwmam’uawgwu

2 1w 1 Vial Usznauaaseasn Human albumin 20% wiv luansazansdiunas 50 mL

- A1 1 s 2

3. ussqlumw:ussqmmﬂﬂﬁmnma wazUaINWURS
a oo a 1
4, a.mnuuussqnnwf WRSMTUZLTTIN RUNED 1T

A o . o o s v a & i a o &
- ‘Hamuty,Yl’NfJ"l ajuﬂi:ﬂau@]’]ﬂ’]mﬂmuazﬂjquusﬂ AUNNA ’ruaua’"." La’ﬂﬁwﬂm LI.G:LR"DYI:I.ﬁUuWﬁUU’]

1athstaian
- YSu1nt Sodium
- J o Lo Q
- qmﬂquﬂmm:aummuamﬁum

amanlamanana’>’
quanidmonaia USP 35 BP 2013 ‘
1. USanm Albumin fiBanas Abumin istaninin 96% vaslusdn | S1Banm Albumin laivasnin 95% vaslulsiu
2. Identification mﬁﬁlmuﬁnuﬁ‘i:q‘lu Finished product 329K A 283T Immunoelectrophoresis
specification
3. pH Wsmmumuﬁ's:qlu Finished product 67-7.3
specification
4. Total protein 94%-106% of the LA of protein fiaa n | 95%-105% vasfinalusiuiasnszy
=Y
5. Protein composition @Slild’luﬂﬂuﬁi:q'lu Finished product AT ("J'ﬁ' Zone electrophoresis)
specification
6. Molecular size distribution - By liquid chromatography : The area of
the peak due to polymers and aggregates
is NMT 10% of the total area of the
chromatogram
7. Haem content NMT 0.25 NMT 0.15
8. Prekallikrein activator - NMT 35 IU/mL
9. Aluminium - NMT 200 pg/L
10. Potassium - NMT 0.05 mmol of K/g of protein
11. Sodium 130 - 160 mEq/L - NMT 160 mmol! uazaglusis 95%-
105% 891/33704 Sodium Aszyluaann
CRLL) 7? MRWJ ........ mé;‘ﬂh ...... UrzmuamenIIINs
— (W1EIFNaANAY adndu)

(m'ﬁa) ........... ’/8\2"’“ ........ nIsUNT

(wnETIuim nadsal)

(®ada).......... AT 727 A nesums

(WNENIAIR 1HNg)
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1,23

ANFNUAMIINANA "~ (da)
amanianwinaia USP 35 BP 2013
12. Sterility msaamumuﬁszq’lu Finished product as2ariuaufiszylu Finished product

specification

specification

13. Pyrogens or Bacterial

endotoxins

avrhuanaszylu Finished product

specification

. |
m’nmumumzq‘lu Finished product
specification

N9k Bacterial endotoxin

- N3th Protein content < 50 g/L
NMT 0.5 U of endotoxin/mL

- N5th Protein content 50-200 g/L
NMT 1.3 IU of endotoxin/mL

- N3tk Protein content 200-250 g/l
NMT 1.7 IU of endotoxin/mL

14 Heat stabilizers' (natilaln
#131) 15 Sodium caprylate
(Sodium octanoate) nia N-
acstyltryp tophan wiadins 2 2

avrruaaNazylu Finished product

specification

as29R e uTiszylu Finished product

specification

ViAUInG NMT = Not more than

o o
Wanlydw 9

o ] [ 2 X P av P . s . » a
1.mtmmwmmanmsmﬂmuaq.mvwwmmﬂuehsummam%wmluﬂsxma‘lm WRZAILAY (declare) UNRINES

o O A‘ = o G v 1 -l
1.1 1umﬂtymwummuummm (N8.2 118.3 N4 URIUANITTE)

1.1.1 lunsdinduenfiedaludseinalng (ranods ne.2)

ok J o 2/ A ]
1.1.2 lunsdlfidusnituduiemsutiusm (wansfls 1e.3)

1.1.3 lunsdidusningnanensdssing (manafls ne.4)

o & ] - o a [VRK Y a  a
1.2 'lum’ua'uumwr.lum Y. 1 VAILINLIUDTNAN wsa&mﬂazl.asmm’uamsmummmmwmawamnm'ﬁ

4 v, . I i . 4 s
aunvunzidowld (finished product specification) nsrﬁﬁags:wmmﬂﬂauuuﬂaaufﬂmtwm@lm:d’aouuman Cupl

wiaduunmwinemTvaun Ly wsaw finished product specification

2. unsdineudaalmsamalng griadasiidnnwiowisisfusasunasunsniameamsninasiismsf-
AUNIHAALNVINTINTHANTITUFY (GMP) Tunanandiiauasny
Tunsdifiiiweindroneslsana Ariadasdiduwnmmwdnoniidesusasnaspunaniaginamaninmen
’J'ﬁ'miﬁmumwﬁmf.l’l‘ua{tﬂizmmj:wﬁﬂ %38 Certificate of pharmaceutical products
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5780150 7 Methotrexate 1,000 mg / 10 mL Injection

ANYILNIAIINIA quaﬂﬁmﬁ

$amn  Methotrexate 1,000 mg / 10 mL Injection
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1% 1 Vial Ysznaudae Methotrexate 1000 mg luansazaned3unas 10 mL
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quissanvinaia USP 35 BP2013
1. YSnadardngy 90.0 — 110.0% of the L.A. of 95.0 — 110.0% of the L.A. of
Methotrexate Methotrexate
2. Identification ATIINY AT

3. Bacterial endotoxins

NMT 0.4 USP Endotoxin U/mg

#9779 1UA General requirement
YD INFTATUE WY Finished product

gﬂutuu Parenteral preparations

4, pH

70-90

70-90

5. Sterility

ATIINIUMNY General requirement
YBILNFTANIUF T Finished product

JUuuY Injections

ATIVHIUNN General requirement
YRINFTATUE WY Finished product

3Uuuy Parenteral preparations

6. Volume in container

A3IHIUANY General requirement
YBINFTANTUFE NI Finished product

3Uuu Injections

9779 UAN General requirement
VDINFTAIUEIWSY Finished product

sUuu Injections

7. Particulate matter
-9ua > 10 pm i
6,000/container

- 9w 2 25 pm Ll

600/container

ATIVHUMN General requirement
YBINFBAITUSMIU Finished product

3UsuY Injections

A529HUANN General requirement
VB INFTAIUENSY Finished product

sUuuy Parenteral preparations
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8. Related substances - By liquid chromatography

- impurity C : NMT 3%

- impurity B : NMT 0.3%

- impurity E : NMT 0.3%

- The area of any other secondary
peak : NMT 0.2%

- The sum of the areas of any other
secondary peaks : NMT 1%

- Disregard any peak with an area

: NMT 0.02%
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1.1.2 1unstﬁﬁt,ﬂumﬁ1LﬁTmﬁ'am'suﬂoussq (Befe ne.3)
1.1.3 lunsd@ifidusidhandsdsinamanade ne.4)

1.2 ludvedunadouen ne.1 veseiiauanan wiuneazfuerademniugugmnnsa Nt
aufitunziionly (finished product specification) mtﬁﬁag;s:v\'mmﬂﬂ&"uuuﬂmuﬁ‘lww‘i'uLﬁmm’ﬂmun
WnRIMIaEIUIMNEETVaLA luuwIaw finished product specification
2. Tunsdifigmaalusznalng duiadasiidunnwiemidaiusesnasgumantamenundninmut
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m”mnm‘ﬁﬁmsﬁ@ﬂuf\'\wﬁmuwaoﬂs:mmiwﬁm %38 Certificate of pharmaceutical products
3. i%'lmewmﬂtanmsta”nummmmﬁmuas'm'x
31 Nammnﬁmﬂ:ﬁqmmwwﬁmﬁ'mfﬁmam;’wﬁm (Certification of analysis) 1um§'uﬁﬁo|.ﬂwﬁaahq
3.2 WANTIATNRTATIRARUAWIAYAL (Raw material) maoé’wﬁwﬁ%ym’ﬁ'lun'ﬁwﬁmm vﬁmaog{wﬁmm
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anasniamamaia © USP 35 BP 2013
1. Bumdrendrany 98.0 — 102.0% of Methotrexate 97.0 - 102.0% of Methotrexate
(Calculated on the anhydrous basis) (Calculated on the anhydrous basis)
2. Identification AU A%
3. Water - NMT 12.0% NMT 13.0%
4. Residue on ignition NMT 0.1% -
5. chromatographic purity / *| - MTX related compound B : NMT 0.3% By liquid chromatography
Related compound - MTX related compound C : NMT 0.5% - Impurity C : NMT 0.5%
- MTX related compound E free acid : NMT 0.3% - Impurities B,E : for each impurity, NMT 0.3%
- MTX dimethylamide and MTX related compound | | - Impurities H,I : for each impurity, NMT 0.2%
: NMT 0.2% - Unspecified impurities : For each
- MTX dimethylamide and MTX related compound impurity NMT 0.05%
H : NMT 0.2% ‘ - Sum of impurities other than B,C
- Any unspecified impurity : NMT 0.1% and E : NMT 0.5%
- Disregard any impurity : NMT 0.05% - Disregard fimit : NMT 0.03%
6. Enantiomeric purity NMT 3.0% By Liquid chromatography
- impurity F : NMT 3.0%
7. Heavy metals NMT 20 ppm NMT 50 ppm
8. Sulfated ash - NMT 0.1%
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Methotrexate 2.5 mg Tablet

e

amanianaly
1. (\usudia siesudszniu

Methotrexate 2.5 mg Tablet

2. 1u 1 e Usznauda@aen Methotrexate 2.5 mg

3. sy luusagfiiivawasd

A1 o 2
730 blister pack UaInuuas

A 1 s o Qs el = ar : i 3
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BP 2013

1. PBnadredagy

90.0 - 110.0% of the L.A. of

Methotrexate

95.0 ~ 105.0% of the L.A. of

Methotrexate

2. ldentification

FINHIW

ATITHIW

3. Dissolution

waaInTazans laivasnin 75%(Q)
of the L.A. of Methotrexate 1uLI&"

ugaImIazann liaunin 75%Q)
of the L.A. of Methotrexate Tuiaa

45 Wi 45 Wi
4. Disintegration time - Maximum time 30 Wi
5. Uniformity of dosage units | #37961% AT

6. Related substances

By qudid chromatography

- impurity C : NMT 3%

- impurity B : NMT 0.3%

- impurity E : NMT 0.3%

- The area of any other secondary

peak : NMT 0.2%

- The sum of the areas of any other
~secondary peaks : NMT 1%

- Disregard any peak with an area

: NMT 0.02%
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lnaIBIadumMwangn1Ivau lun o finished product specification

2. lunsdifimdawdsznalng fuiadesiidumnnwionifesusenanasgumsniaumananinued

FBmafidlunmInAasnvainsznTamuge (GMP) luninamiilauaay
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waninmaIsmsndluntsndaenvassinauda w3a Certificate of pharmaceutical products
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3.1 HAMIATVRATITRRMNNHRaA YU BHE (Certification of analysis) luenjunidndudasgng
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Methotrexate @314
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USP 35
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1. YSumdednty

98.0 — 102.0% of Methotrexate

(Calculated on the anhydrous basis)

97.0 — 102.0% of Methotrexate

(Calculated on the anhydrous basis)

2. Identification ATIWIN ATIWIN
3. Water NMT 12.0% NMT 13.0%
4. Residue on ignition NMT 0.1% -

5. chromatographic purity /

Related compound

- MTX related compound B : NMT 0.3%

- MTX related compound C : NMT 0.5%

- MTX related compound E free acid : NMT 0.3%

- MTX dimethylamide and MTX related compound |
1 NMT 0.2%

- MTX dimethylamide and MTX related compound
H : NMT 0.2% |

- Any unspecified impurity : NMT 0.1%

- Disregard any impurity : NMT 0.05%

By liguid chromatography
- Impurity C : NMT 0.5%
- Impurities B,E : for each impurity, NMT 0.3%
- Impurities H,| : for each impurity, NMT 0.2%
- Unspecified impurities : For each
impurity NMT 0.05%
- Sum of impurities other than B,C
and E : NMT 0.5%
- Disregard limit : NMT 0.03%

6. Enantiomeric purity NMT 3.0% By Liquid chromatography
- Impurity F : NMT 3.0%
7. Heavy metals NMT 20 ppm NMT 50 ppm
8. Sulfated ash - NMT 0.1%
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2. NMT = Not more than

o : s e , . ' o« o o v > a o
4, Hlauaﬂﬂ'\(ﬁaﬂaﬂ@nﬂf.l"l\'lﬂ"laf.l"lﬂ'ﬁ:aﬂ 3 ﬂu‘JUUﬁﬁnm‘Vf ‘Uﬂtﬁu@l']uﬂuuaﬂ@ﬂﬂﬂ:laﬂﬂ‘lﬂﬂillﬂ’lu@nuﬂﬂ']“uﬂ

Tlunada qmauu“ﬁﬁ'ﬁ'lﬂ 1960
5. mﬁ'muawTamﬂum*?iu?ﬁmﬂmjwﬁw?apjuwuai'mmr.l (WARILBNFITTUTDY)
6. msﬂszﬁ'uqmmwmﬁdwau (waastana1 15TVl ENW)

6.1 mu;uaom‘?‘idmauﬁawﬁmmuﬁﬂmﬁu 12 LAaUNLINIURINAL

6.2 mnm’mﬁa'mau a:sTaadaémmmwdw'[u%“mawamsmsm"‘sLﬂi’l:ﬁmiuﬁﬁwawmvjwam

6.3 'lunsrﬁﬁminm’l'ﬁmsﬁﬁn'ﬁq'm‘i"aamomﬁ'dwamﬁaa’msaﬁmﬂ:ﬁﬂmmw wLTITATTIEYN
m’(aﬁas’awa@ﬁazhw'f[@m{muazﬁma’omLﬁ'uﬁnmuﬁwmuﬂ“v\m pTsnIdaTRTieTzRLasIugUAaey
fldielumsanslianeigunm 'lunsrﬁﬁwuiwm"Lahﬂu'lﬂquma’nvm:mww: whsnsmIuivnazaaaia
jufindalnifidanaspussnaulilsaneina Taglidedlddele g molu 30 wiuandudldsuudsenn
Tsanenunanas 'uaaamﬁn'ﬁ‘l;i%’uv‘imsmﬂmsmuaﬂmU'm”mm'mmpjmuua:/‘n?apj’wﬁm'lum":wia'hJ

6.4 ;‘{mm:ﬁaﬁ"mﬂﬁ'wmLﬁam'l,né‘nmmq wialaiiemsfausnmnaudivwue
7. W@nmsiu 9

7.1 unsditunsaifoweanannnii 2 9 ssdasiidumnmmeenansinmn Long term stability aufi&w
Wwudnlunzidousnanuans

7.2 lunsdidunafowenantasnii 2 9 axdasddumnnmminenamsdnsnananisessmuiiduRudy
Tunzdousnanusas wazldfunsasnuiusesenasnngiaunavauisth A

7.3 nadndwi Wigenduuuy @Taaﬁ%é"ngmmﬁmmsﬁL%aﬁa'lﬁuamwamsﬁnmﬁa Bioequivalence
study TuuysdilSeuisunueduuy f?qtﬂuvlﬂmwuué'nmmwfmsﬁnm%’aaugmamaamuqum nBENTN
mmsmq«ua

LB 81989910

1 = The United States Pharmacopoeia 35

2 = British Pharmacopoeia 2013

3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies ua:gl:ﬁa
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4 . o
F1890715N 9 Mitomycin C 10 mg for injection

aailsznadsninguanasiih

famn Mitomycin C 10 mg for injection

anauan
1. Jursndmeeinide
2. 1w 1 vial Usznaudeaien Mitomycin 10 mg
3. umylwmrusussindausannde destuus’
4. amnazy - Hoen FmUsznodiAYuazANIL Tundn i’u&’vumq WwfinRe wazanadon

#suen 'li’ar.ha’&'ﬂwunuussqﬁmwf
1 o ' a P o &
- UuMTUYIEnda adwiesdasszyTem dullsnaudand A ATNes Uiy uas
o a
WWUNHE®

aua a 1
AMANUANIINAKA

- amsniimameaiia . USP35

1. Usanadazndng 90.0 - 120.0% of the L.A. of Mitomycin

2. Identification AU

3. Bacterial endotoxins NMT 10.0 USP Endotoxin U/mg of Mitomycin

4. pH ' - 6.0 — 8.0 N6kl mannitol udulsznay

- 5.5 — 8.5 n3till hydroxypropyl betadex (duaaudsznay

5. Sterility AN

6. Water NMT 5.0%

~

. Uniformity of Dosage Units | #3396 %013 General requirement 183tn&5é3U& 3L Finished product

Juuuy Powder for Injections

8. Constituted solution ATIVU

9. Particulate matter ATIINIUANY General requirement UBILNRTASLFIMIY Finished product
-9w1@ 2 10 pm Liifin Uiy Injections

6,000/container

-9U1a 2 25 pm LiAin

600/container
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Wowludu g
° ' Vo & a o & 4 . ' o A
Lauwnmwihoenemsiasuessgnedunadoudrivontedmisludsnalng uazduas (declare) undinia
e & A’ <l o O v .
1.1 luddmstunadoudriLe me.2 ne.3 ne.4 ufudnsd)
o i a
1.1.1 lunsdinduenfindalutszinalng unata ne.2)
i o A .
1.1.2 lunsdifdugnhduiansutiussy (manois nw.3)
1.1.3 lunsd@ndueniudranasdsana@aneds ne.4)
9 1 i Q- - L
1.2 ludaadunzidouen no. 1 9asniilauanien wiaunoazsaiitamsmuguammwadnianimed
A . . . . , d &
mundunzdiowly (finished product specification) nstﬁﬁags:mwmﬂ.ﬂﬁﬂuu,ﬂmu.rﬂmwumm:d’muuu
N TIaduimntanisveun lanwsia finished product specification
2. Tunsdifismdalusznalne duiadasdiduunmwinenivieiusssnaspunisniasiaumsninot
ad al a P
ABNINAUMINAANTINTENTNITIIUGY (GMP) Tunuinuifiauans
Tunsdifiiinensiudnonewdsana guiadasiidnnmwiemivieiisesanaspumsniagiay
o ada P a a N .
uanmm'rfaﬁmsﬂﬁlumsuammmaaﬂ's:mm‘{wam %38 Certificate of pharmaceutical products
3. UWIMNTNBLENAIA N BULVDILTILEUETIAN
3.1 WamMIANIATITRAMNWHEA I IIKEA (Certification of analysis) Tuenjufidaidunatirg
Q- =3 v 'y hod : - .‘: o
3.2 HAMIATIUATEHAUNNIANAL (Raw material) vassmasndanildlunisuias sveaguiaen
waehdedanduniduiwdsnu wenduimdsnudeinngs (uaadenassused ) daduraInTase

o« X12
Mitomycin a31

ansuiAnInaia USP 35 BP 2013
1. USinoaeaendnty Not less than 970 meg of Mitomyein per mg 97.0 -102.0% of Mitomycin (anhydrous substance)
2. |dentification AU AU
3. Crystallinity ATIHIN -
4. pH 60-75 55-75
5. Water NMT 2.5% NMT 2.5%
6. Sterility a339u (N30l Sterile grade) -
7. Bacterial endotoxins NMT 10.0 USP Endotoxin U/mg NMT 10 IU/mg
8. Related substance - - Impurities A,B,C,D : for each impurity : NMT 0.5%
' - any other impurity : for each impurity : NMT 0.5%
- total : NMT 2.0%
- disregard limit : NMT 0.05%

nABE 1. davusaIRamInazaunmauiinmunafianndadudds 1-8 uazudesiatamimesey 1SunasgunImasey
"—“———" 1 9
andrd13U USP 35 wia BP 2010 file
2. NMT = Not more than

) o e ' ‘ o f a “ a Y o o ,
4. fiswenmdasdsiatnmadwias 3 whsussaimel sududunuuassneszidoaldasudumuiithaue
lwiade quuanti@rialy dhadu
5. gnfiguadsadusmSiniugnionsadunudmine (uaasianariiusas)
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6. n’nﬂ‘s:ﬁ'uqmn'lwmﬁa'wau (nwsananaIN1ITuLznn)

6.1 mqu'uaw'uﬁdwaud'aa‘hiﬁaun'h 12 @91 WUANTUFINDL

6.2 mnnomﬁdwau '-J:w'faoa'qa‘hmewthu'lui'usmNamsmﬂﬁmﬂ:ﬁmiuﬁdauawaagi"wﬁm

6.3 1unsfii.17|"m1zls'vnnﬁv‘i'm'mim?"aati'mmﬁ FonaULA admsaﬁmﬂ:ﬁqmmw AETITMTITn
uﬁ'ﬁas"awaé’aazmmTﬂm‘{mua:ﬁaodwmﬁu5nmuﬁﬁmuﬁv\mmwmsﬁwnﬁmﬂ:ﬁuauﬂmﬁuﬁmxan
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Tsawmmau,awaemuﬁn%‘lﬂ%’uﬁmsmmsmuaﬂmmﬁ'sndwwaacjmmm:m?a;jwﬁm'luﬂ{wia'lﬂ

6.4 vj’mm:m’ao%’mﬂﬁuumLﬁam'l,na”ﬁwmq wiaidaanisifenammnouiinue
7. @nasdu 9

7.1 lunsdidunadoueunuinnii 2 3 ssdaaddummwtnananisfine Long term stability aafifiu
wudulunsifousnuuaas

7.2 lunsdifunsfiougwtonnii 2 9 axdasdidumnmtsnamsfnmanunisaussaufiduiady
Tunzidouenanuans Lta:‘lﬁ%’unﬁmmu%’maaLanmsmﬂg"’ﬁé"lmwaau‘sﬁ'ﬂ '
8. ilasnnilufidaasmenionld FouBUIENETUERIANAAIAILBINMENSINSAENE wanSsanssanmsin
ﬁmm:aummsnLﬂu”'m"ue'f'am'lﬂ"luﬂ'aww"w”uﬁ'l%ﬁ'u;jﬂazJ Lm:e'famams'lﬂa:Lﬁmfﬁaaaﬂﬂﬁaoﬁuim‘;alu
enEITANULN

nnowme 8w
1 = The United States Pharmacopeia 35
2 = British Pharmacopeia 2013
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578M371 10  Oxymetholone 50 mg tablet

muﬂsznﬂﬁ&svﬁ'ﬂquaﬂﬁmﬁ

Bown Oxymetholone 50 mg tablet

amaNtanaly
1. \iusndesfiasulssmu
2. 1w 1 ulla Ysznavudledrn Oxymetholone 50 mg
a ¥ o & T m
3. msq’l‘ummzﬂmuﬂ UYaInWwaN VUL 0 I NWHRAS
A ' o o & “ o o & a a o
4. 981032y - o dmUlsznaudmn@AguAzaALL Tunia uFuey WuTiNRe uasisunzow
gsuen 13 asjw'ﬁ'ﬂwuuuuﬁqﬁ'mwf

v o : a o & o & i a
= UUUHNIBN aﬂ’]@uﬂﬂg‘l’ﬂﬁizu'ﬁaﬂq aﬁuﬂﬁzﬂa'ﬂﬂ?ﬂ’]mﬂfy AU Tuaua”lq Lla:tﬂ'ﬂﬁ“a@l

(1)42)

ABANVAMIINAKA

amaiaNIInAia

BP 2013

UsP35

1. YSanudendngy

90.0 — 110.0% of the L.A.of

Oxymetholone

90.0 — 110.0% of the L.A.of

Oxymetholone

2. ldentification

ATITAIN

AT

3. Dissolution

dasusasnisazane iaunin
75% (Q) of the L.A. of
Oxymetholone N ol 45 w1

Fasuansnsazaneitasnin
75% (Q) of the L.A. of
Oxymetholone Mmelu 45 wfi

4. Uniformity of weight (mass)

ATIINU

AT

WM 1. ddusaIRaMIMasaLgMENTEMamafiannradiuddes 14 uazudaziademmasevlfinaspiunmasey

————ts 4

' aunETdTU BP 2013 ia USP35 Aile
2. NMT = Not more than

Ganludn 9
1.ihmmwrimLanmsms‘ld’%’uagmwi‘fumtﬁnuv‘h{umw‘w‘ai‘hnmuluﬂﬁ:mﬁ'lﬂﬂ URERILAY (declare)
UNRINGS
1.1 'l.uﬁwﬂ”m”n'm‘ruw:tﬁum'iﬁ'uzn (n©.2 n8.3 N4 uSuEnTil)
1.1.1 unsdifiduefindalulsnalng mansds no.2)
11.2 'lunirﬁﬁl,ﬂummLﬂ"uﬁammﬂmssq (st ne.3)
1.1.3 lunsdifidusihidranneradszne (wanefa no.4)

ool U\efm«\:

[GRET2) N D e UseruamMeNITuNg
)
WwaguaRag asdu)
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1.2 \Wwéwadunzfouen no. 1 vesnfiiauana wibamsazdsanatanisniuguammwees
nRarianfitunzinwly (finished product specification) mrﬁﬁagis:whm’mﬂﬁuuuﬂaoufﬂmﬁmﬁu
a:efmuumanmw?aa"nmmwmumwauﬁhmw%’au finished product specification
2. TunsdtfiemaaTudsanalng guiadaafidnmnmmioniifeiisasnasgrunandamaamaninod
*i%'msﬁﬁ‘lummﬁmmmaansmnammsmqm (GMP) lumanagnfiauauy
Tunsdidueningronadsana fudadasiidummniawiifaivsaanasgunniamena
v\si'nmmcﬁ‘i%m??iﬁ'lum‘swﬁmmmaoﬂs:mﬂg{wﬁm 130 Certificate of pharmaceutical products

3. m‘ﬁtauae’faoLﬂumﬁu?ﬁmﬂuguﬁw?aél.mv.a’wmhﬂ (URAILANTITUTY)

4, ﬁmmmwn’qmanmsqmé’numwaqmﬁtauaﬂm

4.1 Namwﬂa’uﬂﬂ:ﬁqmmwuﬁm:’u’mfrfmaog{wﬁm (Certification of analysis) lumjuﬁdalﬂw'hazm

4.2 NeMIATITIATIAAUNWIANAY (Raw material) maaéi’amﬁwﬁ‘tyﬁ'li‘lunwuﬁmm ﬁmao;{uﬁmm
ua:ﬁwﬁmquﬁuﬁtﬂuéutﬁmﬁu ua:tﬂujulﬁmﬁumeT’Jafhaﬁa'o (LRAILBNAITTLTDI) ABIURAINTT

[ 0,2
67273 Oxymetholone mi{( e

o qusmnianamaiia BP 2013 usP3s
1. Ysnmaamndnnty 97.0 — 103.0% of Oxymetholone 97.0 — 103.0% of Oxymetholone
(Dried substance) (Dried substance)
2. ldentification AU ATIVHY
3. Melting point 175°to 180° 172°t0 180°
4. Specific optical rotation +34°to +38° +34° 10 +38°
5. Loss on drying NMT 0.5% NMT 1.0%
6. Sulfated ash NMT 0.1% -
7. Related substances AT -

WANHWA 1. FaIusRINaNINAsaLRMANTAManaiannTaniudde 1-6 uasudasiatammasavldinaspwmmaseuay
—_— 9 q
ndadniu BP 2013 w3a USP35 filel
2. NMT = Not more than

5. @1981987

5.1 fiauamen dasdadaativenadwiey 3 WiapusIn U Fududunuuaasnoazdonld
mun”:umuﬁﬁw%um’luﬁﬁaqmauu‘aﬁ'ﬂﬂﬁw@Tu
6. n'ﬁﬂi:n”uqmmwmﬁdwau ( LRAILBNANTANTILUIEAY)

6.1 mn;uaqmﬁdmauﬁaﬂﬂﬁaun'ﬁ 12 191 HLRAMNITRFINOL

6.2 mnmmﬁ'awau a:ﬁaodai%'ummwzi'm'l,u%'usaaNamsmm’uﬂs‘l:ﬁmiuﬁﬁmawaac‘;’nﬁm

6.3 'luns:ﬁﬁumusﬂ’ﬁnﬂsﬁwmsz:iuﬁ"aazhomﬁa’auamﬁadmﬂﬁmﬂ:ﬁqmmw wiLINTIT
wioﬁa%’awaeﬁazhom'[@mﬁ'\ua:ﬂ"miiamw‘i'uﬁ'nmua"muﬁwmﬂswmsz&omﬂ'«a“:mﬂ:ﬁua:tﬂu
Fivfareusldinalunsariinnsigommw 'lunsrﬁ’?iwuhm‘hjLﬂu‘lﬂmuqmﬁ’nﬂmmmz R TNT
vivnasdanhenuiinialnaifdranasgussaeulilsmeins Taolifiasldsala 9 nelu 30 Jwiy
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6.4 N:m'lﬂ'«aw'faa%‘uu.ﬂﬁ‘ﬂuml.ﬁam'lné'vmﬂmq wiadlaifansifavamndantszmsla g new ivue
7. lanasdug

7.1 Wunstiawnadouganunni 2 9 axdasldumnawanguamsine Long term stability aafiinu
Wadnlunsdoumuuaas ualdsumssswwitsenanasangiismavenisvn

7.2 lunsdifunadionantanndy 2 9 sedasfdnmuinenamsdnsnarunidasasnauibn
wsdnlunadonswuans wszldsumssswnuivsasanasangiismevasuivn

73 nrdmduerdilildoaduuny daadndngrunisdrnisiidedalduansnanisdnmis
Bioequivalence study lusumdiismnfsunumduuuy eﬁatﬂu‘lﬂmwé’nmm‘v‘fn'lsﬁnm%?augammnao

3
AILAJEN ns:mwmmsmq’u( )

‘VIN’IEIWW! : 579899
1 = British Pharmacopoeia 2013
2 = The United States Pharmacopoeia 35
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies m:@:ﬁ'a
msfnwEnlszninauasiisuyarsinfanueisn nasnauguen SWnUAMNTINNG

DIRTTURSYT NTNTRHRITIINFY
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i’lElﬂ'ﬁ?.l 41  Tranexamic acid 50 mg/mL, 5 mL injection

MNUILNADINIA quas'mﬁ'\ﬁ

Tranexamic acid 50 mg/mL, 5 mL injection

amamniayaly

1.

2
3.
4

Qmau

\DumsszmoUnaannide
1w 1 Vial Usznauaae Tranexamic acid 50 mg/mL luasasaaySunas 5 mL
msﬁﬂum'ﬁuzmsﬁgmﬁﬂﬂﬂﬁmm%a
annIzy - Fown srudnnaudndRguATANNLG TunEe i’u?«vumq infinde wazaanzdoudiiiem
Visthstaanunussaimet
- uuussgﬁmﬁﬁé’uﬁam ar.iwﬁaum’an:q%am fHullsznaumedngy ANALT i’uﬁuumq

LazlauninEe

anmsinana "

 ammniamamaiia BP 2013

1. WSnmaaendag 95.0 — 105.0% of the L.A. of Tranexamic acid

2. Identification ATV

3.pH

65-8.0

4. Related substances By liquid chromatography

- Impurity A : NMT 1%

- Impurity B : NMT 0.5%

- Impurity C : NMT 0.1%

- Impurity D :NMT 0.1%

- Any other secondary peak : NMT 0.1%

5. Bacterial endotoxins NMT 35 1U per mL

Y N a v €, @ ' e W o+
RUWLKA 1. @]a\1uaﬂ\'lﬂan’]’ﬂﬂaau‘lmﬁun@w'\ﬂLﬂﬂuﬂnnmaﬁ\’u@‘ﬂﬂ 1-5 LLR-LW]R.M"nlﬂﬂﬁiﬂﬂﬁaul’ﬂu']ﬂ'jg"mm‘!

NOFBLMUNFYSNTU USP 35 w3a BP 2013 file
2. NMT = Not more than

2 4
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Gowludnq
1.ﬁ'ummwri'umanmsms'lﬁ%’uaguyw-ﬁmuﬁ oudrsusniiasminelutstinelng uszdues (declare) URBIHE®
141 'luﬁ'lfu"mumsifumtﬁuw‘iﬁ'nm (8.2 1.3 N4 ududnTil)
111 lunsdifiduanindeludszmelng (panofs ne.2)
11.2 wnsddiuetidiRemsudousmy (wanefls ne.3)
113 'lunsmﬁ'LﬂumﬁnLil’ﬁmn@i'\aﬂs,mﬁ(wmﬂﬁa ny.4)
1.2 ludnwaiunsfionsn ne. 1 vasfilEuesam wsa&mmmazlﬂm'namsmuauﬂmn'\w'uamammm
aangunzilawly (finished product specification) nmmaQawmmsn.ﬂauuuﬂmu,ﬁ”lmwummmaau.uu
anmwsamm'lmwd'wn'lwﬂLlﬁ”l'umw{a&l finished product specification
2. lunsangmaalusznalng o Tiaadasdiunmniioniideusasunasymnsniamaamanino
SEMINAUNTHEALNTBINTININANTIINGD (GMP) Tumnaenfiauatns
Tunsdiiwgriugroneedsana QwamaaumLvnmwmwmaasusaommg'mmswammmu
‘né’nan"rf"‘a%msﬁoﬂummﬁmmmaaﬂ?mﬂﬁwﬁm %39 Certificate of pharmaceutical products
3. ml.mmwmmanmwmanwmmaommauaﬂm
3.1 namsasilensiamumnkiantwivasiia (Certification of analysis) Iumsumatﬂumamo
3.2 HamIATIIleTIzRgIMNWIAQAY (Raw material) spsningildluniniae mmaawwamm

2
ua*wwamwnﬂwu’]mummnu LLa'*Lﬂusummnummammao(ua@manmﬁmao) mauammwnwm( e

i anaNifmanaia USP 35 BP2013
1. ﬂsmmmmmmy 99.0 - 101.0% of Tranexamic acid, 99.0% - 101.0% of Tranexamic acid
calculated on the dried basis (dried substance)
2. |deritification AT A%
3.pH . - 7.0-8.0
4. Related substance - Total impurities : NMT 0.2% - Impurity A : NMT 0.1%
' - Tranexamic acid related compound A - Impurity B : NMT 0.2%
:NMT 0.1% - Unspecified impurities : NMT 0.10%
- Tranexamic acid related compound B - Sum of unspecified impurities : NMT 0.2%
: NMT 0.2% - disregard limit : NMT 0.025%
- Tranexamic acid related compound C
: NMT 0.1%

- Tranexamic acid related compound D

: NMT 0.1%

5. Halides expressed as chlorides NMT 0.014% NMT 140 ppm

/ Chioride and sulfate

6. Heavy metals NMT 10 ppm NMT 10 ppm

7. Residue on ignition NMT 0.1% -

8. Loss on drying NMT 0.5% NMT 0.5%

9. Sulfated ash ‘ - NMT 0.1%
ningmea 1. m"aummuamwmaauqmauu“ﬁmamﬂﬁﬂnniﬂeﬁuvi-u”a 1- 9 unzudnziItammarauldinasgums

naFBUULNETAL USP 35 wia BP 2013 filé
2.NMT = Not more than

(ama) ........... ?{NO“QJO\@ST‘“’ ........... YR muamMenIsums

M T (mem’:quamaﬂ ﬂéwu) . a
4 3
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(WEMIUITE NasTed) (WNEMIMI@ ¥ HUIR)
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4, sjtauaﬂﬂ'm"aodw'\"aazi'nmazmﬁau 3 wiaousIAme A dudunuuansnoasifealdnsudumuiimue
Tunate qmauu"‘él‘ﬁ"a"lﬂ 9%
5. m‘?‘itauaw"aoLﬂuﬂ'\ﬁu?ﬁ'mﬁug"’uﬁw?aQ’mm‘hmhr.l (LHASLIBNAIITUTDN)
6. n’nﬂs*ﬁuﬂmmwr.nﬁdwau (wEastanaIN1TI VU TENW)

6.1 znwuaomnawaumaﬂuuaumw 12 |@a% BUIINITURINAY
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