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s78n15N 1 Hydroxyurea 500 mg Capsule
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1 Hydroxyurea 500 mg Capsule
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2.1 3uuuy Wugidauadys dwmivsudsenu
22 gmtsznay  Usznaudlu@aen Hydroxycarbamide (Hydroxyurea) 500 mg w1 e
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3.1 Finish product specification™?

amdaianImaia

USP 35

BP 2013

1. YSanuaendaty

90.0 - 110.0% of the L.A. of

Hydroxyurea

95.0 - 105.0% of the L.A. of
Hydroxyurea (Hydroxycarbamide)

2. ldentification

AT

ATITHY

3. Dissolution

usasmsazate bisasnin 80%(Q)
of the L.A. luiaan 30 wi

usaanazane likasnin 70%(Q)
of the L.A. luiaan 45 wfl

4. Uniformity of dosage units ATIHY ATIWU
5. Urea - NMT 0.5%
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o s 1 (1hi2)
3.2 Drug substance specification : Hydroxyurea (Hydroxycarbamide)

T
1

ananianinaia USP 35 BP 2013
1. ﬂ?mmﬁ’ama“wﬂ”ry 97.0 - 103.0% of Hydroxyurea 97.5 - 102.0% of Hydroxyurea
(Calculated on the dried basis) (anhydrous substance)
2. Identification ATITHH ATIINIY
3. Loss on drying NMT 1.0% -
4. Residue on ignition NMT 0.50% -
5. Heavy metals NMT 0.03% NMT 10 ppm
6. Urea and related compounds | A379H % - 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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781N 2 Cetuximab 100 mg Injection

ANYITNIAIINIA quaﬂﬁmﬁ

1.8081  Cetuximab 100 mg Injection
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2.2 smdsznay  Usznaudo@ann Cetuximab 5 mg/ml U3u1@s 20 mL 1w 1 1@
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3. audNIaNMaia

3.1 Finish product specification”

-

. Psnmarndagy

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

2. ldentification

AT UAATIIEY L Finished product specification

3. Particulate matter
-9ua = 10 pm A 6,000/container

- 2w > 25 pm BilAu 600/container

msww’mmuﬁsxq‘lu Finished product specification

4. Sterility mwmumuﬁlizﬂu Finished product specification
5. Bacterial endotoxins m’mﬁi’lum’mﬁii:qlu Finished product specification
6. pH mnchumuﬁs:qlu Finished product specification
7. Volume in container mwmumuﬁ‘iquu Finished product specification
8. Impurities / Related substances mwmumuﬁsquu Finished product specification
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5181151 3 Bacillus Calmette-Guerin (BCG) vaccine 200,000,000 viable units

powder for bladder instillation

alsmadminguanssii

1. fes1 Bacillus Calmette-Guerin (BCG) vaccine 200,000,000 viable units powder for

bladder instillation

2. amantianaly
2.1 luuy Wuksenumenide JUuuy freeze-dried powder fFniudansziwizdaaniy
(intravesical instillation)
2.2 dawmdsenay  1sznausae Bacillus Calmette-Guerin 71l87n mycobacterinum bovis 200,000,000
viable units 1 1 vial
2.3 MIULUIN ussq‘[um‘nu:ussqmﬂﬂﬂmm%a dagtin LLa:msagﬁ'msVTﬁaoﬁ’uum
2.4 231N - Fan FIUUIENaUAILEIRYUIZAIVLTI TUHER ’S'uﬁvua'mq WfinGe uastarnadon
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3. amdaiaNIARa

3.1 Finish product specification”*

1. Identification mmmumu‘ﬁliquu Finished product specification

2. Count of viable unit m’m&i’mmuﬁi:q‘lu Finished product specification

3. Ratio culturable particles per vial final bulk / m'zﬁwhuma.lﬁ'i:q‘lu Finished product specification

final lot

4. Sterility ATITHIU

5. Virulent mycobacteria ATIWU

6. Water content ATIU
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518015 4 Cytarabine 2 gm Injection

malszmadaninguasiesti

1. Bamn Cytarabine 2 gm Injection

2. amaniianaly
2.1 3uuuy Wussszaelaunemnde gnsvia
2.2 gudsznay  Usznaudlweaen Cytarabine 2 gm 1w 1 Vial
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3. AnENIANIINARA

Namimaﬁmﬁ:ﬁqmmwL‘ﬂu"l.ﬂmu Finished product specification L&z Drug substance specification ﬁ
Sredamnindrdiuatudsnu doldenndoudedgiinauamenssunmsaimsuaze NINTNEDIIHGY i
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3.1 Finish product specification‘"

amanlaMInaia BP 2013
1. Sunaudrendagy 95.0 - 105.0% of the L.A. of Cytarabine
2. Identification ATITHI
3. Acidity or alkalinity 70-95
4. Related substances - Any spot corresponding to uracil arabinoside : NMT 2.0%
- Any other secondary spot : NMT 0.5%
5. Sterility AT
6. Bacterial endotoxins ATIWU
7. Particulate matter ATIU
- 84MATUA > 10 um Liifin 6,000 auma
- AYMATUIA = 25 pm 1siAin 600 apa
8. Volume in container ATIINU
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—
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3.2 Drug substance specification : Cytarabine o

AnAuianunana BP 2013
1. ﬂ?mmﬁ'ﬁmﬁﬂﬁty 99.0 - 100.5% of Cytarabine (Calculated on the dried substance)
2. Identification AT
3. Appearance of solution AT
4. Specific optical rotation +154° to +160°
5. Related substances Total impurity : NMT 0.5%
6. Loss on drying NMT 1.0%
7. Sulfated ash NMT 0.5%
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31811571 5 Methotrexate 2.5 mg Tablet

muﬂszmﬁﬁ'mi’mquasmmﬁ

1. Bogn Methotrexate 2.5 mg Tablet

2. ansaanianaly

2.1 guuyy Wuesnde SwsUsudszmu

22 faudsznay  Usznaudie@lnn Methotrexate 2.5 mg 1w 1 1

23 Mruzusny  usrluursagliiiuuwens wie blister pack LLa:msqﬁwﬁﬂaaﬁuum
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3. amdaianmaia

Namsmm’ims’lzﬁqmmwn.ﬁu'lﬂmu Finished product specification Was Drug substance specification
'v a e o s s a A k- = 1 ° a
nFdningsdriuatiudennu aldveansifoudesinmussenssunisanwisuazen NIENINADVTHFY
& X & o @ A v a w o o A ] an oA o
nilngrdTunldsrededaniuaiundsuviinielnini nsdiladifisuiriudduldeudsemensense
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3.1 Finish product specification™?
AMANLANWINAKA USP 35 BP 2013
1. Wnmdrndngy 90.0 - 110.0% of the L.A. of Methotrexate | 95.0 - 105.0% of the L.A. of Methotrexate
2. |dentification ATIFU AT
3. Dissolution ugasnsazagliiesndi 75%(Q) of the | usasnsazanelaitasnin 70%(Q)
L.A. of Methotrexate 141281 45 w1t of the L.A. of Methotrexate lwiaan 45 w7l
4. Disintegration time - Maximum time 30 1)
5. Uniformity of dosage units | @v29:% ATIINW
6. 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%

(83978) U puanenIsuns
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[GRE2) F U NITUMT (CE3i12) W ‘f ........................ nNITUMS
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3.2 Drug substance specification : Methotrexate

(1(2)

AMINIANINAKA

USP 35

BP 2013

1. YSunadaensegy

98.0 — 102.0% of Methotrexate

(Calculated on the anhydrous basis)

97.0 — 102.0% of Methotrexate

(Calculated on the anhydrous basis)

2. Identification ATIINU AN
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 |
:NMT 0.2%

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

- Any unspecified impurity : NMT 0.1%

By liquid 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%

6. Enantiomeric purity NMT 3.0% - Impurity F : NMT 3.0%
7. Heavy metals NMT 20 ppm NMT 50 ppm
8. Sulfated ash - NMT 0.1%
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3787191 6  Doxorubicin HCI 2 mg/mL Injection, 25 mL
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1.Basn  Doxorubicin HCI 2 mg/mL Injection, 25 mL

2. amantianaly

2.1 31wy Wumsssaplnannide dnsuia

22 dmwdwznay  Usznauels Doxorubicin HCI 2 mg/mL 1S31as 25 mL 1w 1 Vial
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Naﬂﬂiﬂiiﬂatﬂiﬂ:ﬁﬂmnﬂwLﬂuvlllm’m Finished product specification W8z Drug substance specification N
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3.1 Finish product specification‘ L2

amauLaNINaRa USP 35 BP 2013
1. ﬂ?&nmﬁ"w‘lﬁ’iﬁ'{y 90.0 - 115.0% of the L.A. of Doxorubicin HCI | 95.0 - 110.0% of the L.A. of Doxorubicin HCI
2. Identification ATINL ATIAU
3. Sterility ATV ATIH
4. Bacterial endotoxins NMT 2.2 USP Endotoxin U/mg of NMT 4.4 |U of Endotoxin/mL
Doxorubicin HCI (solution 2 mg/ml)
5. pH 25-45 25-35
6. Volume in container AT ATIHU
7. Related substances - - the area of any peak corresponding
: NMT 3%
- the area of any other secondary peak
: NMT 0.5%
(ao%a) ............................. AV, W UssmuamenIIums
(Wwsnany d1edifia)
(m%a) ..... /‘:SDVZ"A ........ nIsuNg (m%a) ...................... ‘MJ ....................... nIIUM3

(WHEIIUINN NaITel) (WIBMBNe LeE3)
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3.1 Finish product specification

(10{2) (da)

ammnianinatia

USP 35

BP 2013

8. Particulate matter

- 3UMATUIA 2 10 um
laiifin 6,000 aynme

- BPNIATUIR 2 25 um

laiifin 600 aunn

AT

ATV

3.2 Drug substance specification : Doxorubicin HCI M)

amdutanImaRa

USP 35

BP 2013

1. BSnudrnday

98.0 - 102.0% of Doxorubicin

(anhydrous substance)

98.0 - 102.0% of Doxorubicin

(anhydrous substance)

2. Identification AT ATIIHIU
3.pH 40-55 40-55
4, Crystallinity AT -

5. Related substances The total of any impurities : NMT 2.0%
- Acetone : NMT 0.5%
- Total of acetone and alcohol : NMT 2.5%

NMT 4.0%

- Any Impurity : NMT 0.5%
- Ethanol : NMT 1.0%

6. Limit of solvent residues

(as acetone and alcohol)

7. Water NMT 4.0%

NMT 2.2 IU/mg

8. Bacterial endotoxins -

ot - o o B a I3 v o @ A% ear s o
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11 luﬁﬂﬁzynﬁsi‘fumtﬁwﬁﬁum (n8.2 8.3 N4 LaIANTER)
1.1.1 lunsdiiduenfindaluszinalng wanofs no2
1.1.2 'Lunsrﬁﬁl,ﬁummvﬂ"’lLﬁamsuﬂwssq wuehs ne.3
1.1.3 lunsdifiiuenmindianetszing nneis no.4
12 ludatunadouen no.1/.1 vesnfiaueran wiaungazduavatanmmunun imnsaINdas o
anafidunsideon  (finished product  specification) uazdarinnuagMNINVBITAYAY (drug  substance
specification) nsﬂﬁ'aQi:wmnmﬂﬁyuuﬂmLm“'lmﬁmau WADIUVLANRTEWWIN NG wMTVauR 1 (8.5)
UWTBY finished product specification Waz/#w3a Drug substance specification Tﬂwaun”lmﬁaufuﬂs:n’lﬂ
dizmenadidnnsafing uazlaiiin 2 9 o Sudszmedszmenadidnnsading

(wnanganI/anatha)

(CEX) e NITUNNT [GRE1) N S NIINNT

(WHENMIWIE NadTes) (WIEMRINE L893)

wi2sensiieyaiiB26/2559




2. 1laNATIUIBINIATFIRNIHAALN

2.1 nsd@ngadaaluszmalng HuAadasfionmsiusennaspumsaiananumaninusiuaziinisdialu
MINAALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiazanu PIC/S participating authorities
w38 HLeNETTLIaINIATFIUNINAALNATNRANIN LA I T M TR LUNSHAALNY B IfINMUATIZNTTUNNT
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Uszmeradiannsefing

2.2 ns@fdinarindrendredsana HHEAARINENANTTUIBNNATTIUNINTa I UNA N9 TLAE
3‘Emsﬁ'§1umm§ﬂ &1 PIC/S (Pharmaceutical Inspection Co-operation Science) Taswsasnu PIC/S participating
authorities a1fudga MwsauMIaTRFUlasiinan1ssastsiulsematszmenadidnnsefing w081y
AROATW WAILANTTH
3. sanmiqmmwajaamﬁtauaﬁm (Fuwimwana)

3.1 wansaTRInnzinmnwKiasitiendiTaguveuia (Certification of analysis of Finished product) T
m;’uﬁduﬂuﬁ'saam

3.2 namIaTR RN IAgALTa IRty (Certification of analysis of Drug substance) fil%lu
mmﬁmms;uﬁdmﬂu@?‘sazh\wfwaapjwﬁmnu.az;jwﬁmi’mqﬁu

s

33 Lanmw?a‘n5n§1uﬁut3'ummﬁuﬁuﬁszwh0§umm§<ﬂ°uaai’mqﬁumawﬁ‘amﬁﬁmy (Drug substance)
78 3.2 MufumIHaauaINEaiEN& gy (Finished product) Ta 3.1
3.4 lunsdidunzdousnanannnn 2 9 ssdasfldnnmienanisine Long term stability aufi%
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55 stuunmalfiuuazdassendaaduuuy Cold chain system ﬁ"[ﬁmmpumwé'nmm‘rf good storage practice
(GSP) uaz good distribution practice (GDP) TasuaasianansUsznay
6. dlawasna (Jae) Busanlianidandygnewasuivive aoih

6.1 nsffmamig’um’m")msn:ﬁmﬁmnnmﬁnmmam’mmwwﬂajLﬂuvlﬂmummpm"aﬁmuﬂ

6.2 NICANRAN T m"nﬁﬂﬁgnﬁumﬁuﬁmﬁnﬁ ssemalasdninnuanenssumIswsuazen Tussnmuss
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naEng 871989970

1 = The United States Pharmacopeia 35
2 = British Pharmacopeia 2013
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578119N 7 Pemetrexed disodium heptahydrate 100 mg for injection

aalszn1AIINIRgUATITEIR

1. 3aen Pemetrexed disodium heptahydrate 100 mg for injection

2. ansaaianaly

2.1 gluyy umsendsiennide dmsuda

2.2 dmtsznay  Uszneusis Pemetrexed disodium heptahydrate ﬁlmlgaﬁ‘u Pemetrexed 100 mg 11 1 Vial

2.3 MTUEUIN ussaﬂummzussqma"i@ﬂﬁﬂmm%a Josdin

2.4 2370 - Hawn FUUNaUAILFIAYUATANNLTI IUNRR fuﬁvumq WK waziaanzdon
dnfuenledwtaiauuuusrasiond
- UWMTUEUTINEN asjqoﬁauﬁaas:q%am fulsznauaIsdfy Anuuse 'S’uﬁvumq
waztaufinda

3. amanianumana

3.1 Finish product specification"”
1. USunuaasidnacy 90.0 - 110.0% L.A.of Pemetrexed
2. ldentification mmmum&lﬁizlﬂu Finished product specification
3.pH mmmumuﬁi:q‘lu Finished product specification
4. Sterility ATIWU
5. Particulate matter ATITNU

- AYNIATUIA 2 10 pm 1%1Au 6,000 ounNA
- BUMATUIA 2 25 pm 1aiifiu 600 ayMAa

6. Bacterial endotoxins @i’li]mumuﬁliquu Finished product specification
7. Uniformity of dosage units AT

8. Water content m’mmumuﬁizy‘lu Finished product specification
9. Impurities / Related substances mswmumuﬁszqh Finished product specification
Wanludu 9

1.z«‘hl,mmwmmanmsmﬂé’%’uakuyﬂm’umﬂ pudsigniiai it lulsznalng uasdues (declare) undanda
1.1 lugdgymstunzifioudriue me.2 ne.3 ne.4 ududnsd)
1.1.1 snsd@ndunindaludszanalng munsfs vo.2)
1.1.2 'Lumrﬁﬁl,ﬂumﬁ'nﬁﬂLﬁanWSLLﬁaussq (Bansie ne.3)
1.1.3 lunsdifidueniigranadssmamusde no.4)
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12 'lummamumm BULN NE.1/8.1 VIENTIEUETINN WIONTIUALE AT EMINIUAUY MW VBINFAr U
mamamm aw (fnlshed product specn‘"cataon) wasd an’mu@ﬂ WATWY a\‘l‘mnﬂ‘u (drug substance
specification) mm'naurm wnslsuudssusluiady ase BluuULEnEITELUININEENSYaun 1Y (8.5)
NWTBY finished product specification LLaz/%38 Drug substance specification 1o puaun lorauiudsene
dzmanamdilinnsaiing wazliifiu 2 9 o udsemedssmenadidnnsafing
2. 1aNEIIUTBINIATZTIRNINAALN

2.1 nsdifignaialuysamalng HrAadasdiianasiusesnesmumsHRamaunsninms eI nsfialy
NMIKaaeN PIC/S (Phamaceutical Inspection Co-operation Scheme) Taswsisau PIC/S participating authorities
w39 JLana1ITUIRINIATFIUNITHERBN A URE NN AT UaE TENSAGIUN1THE A B 1T B E N

A o J I L3 @ =t Qs r
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2.2 nsdififiveringroinssysma HHAadasdianamIiusasunaspumIniasaunsninasiuas
eaﬁmsﬁiﬁlumswamm PIC/S (Pharmaceutical Inspection Co-operation Science) Taswiasnu PIC/S participating
authorities a1UagA anuseumIaTIsseulasiinamitusesdeindszmadszmenabidnnseing Wiaany
ARAATN URILANTTH
3. tanmsqmmwzlaamﬁtauaﬂm (Fnwinnane)

3.1 Namsmqﬁmﬂ:ﬁqmnﬁwwﬁmﬁ'wﬂmﬁﬂﬁagﬂmawgwﬁm (Certification of analysis of Finished product) 1%
mg’uﬁd&ﬂuﬁaama

3.2 nansanIiain M wingiuresdauety (Certification of analysis of Drug substance) AlElu
mswﬁmméuﬁ'daLﬂuﬁaarjwﬁmm;‘i’wﬁmmua:;jwﬁwi’mqé‘iu

3.3 Lanmsv\%vﬁé’ngwuﬁuﬁumwm%’uﬁufszwmjumm§<n°uaai’@qﬁumaa@?"sméﬁm (Drug substance)
78 3.2 AufumsnAavaIndaiusisndusagy (Finished product) T8 3.1

3.4 Wwnsdidunzfouenanannnii 2 9 sxdesdiduunmmwinanantsine Long term stability aufifiv
Wadnlunafownuuans LLa:"l.@Ti"un'lsammfusaoLanmsmmjﬁé’]mwaou’%ﬁ'ﬂ

3.5 lunsdidunadougatosnd 2 9 ABIlEINNIWIN BN IANHIANAITITEILN NI BN
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4. Aq98198n
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5. n'rsﬂ'szﬁ'uqmnwa‘lﬁaiouau (waABNEIINITIVYIENW)
5.1 mﬁ'd\mauéfaaﬁmuqh‘”lm‘”l&iﬁaﬂn'h 1 9 duanniuseney
52 mnmmﬁdwau a:@‘i’aodaa‘hmewmsﬂu%'mawamsmaﬁmﬂ:ﬁmjuﬁéauau
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FIINENS S URIMTINNITLERE T AN AINEI VB Qmmm:m?a;jwﬁm’[uﬂ%eiavlﬁ
5.4 ;‘{mm:ﬁaﬁmﬂﬁwmtﬁam‘l,na”ﬂmmq wiaflaifensifeusnmdantsznmsle g newsnualasli
fiouly
6. fiananen (un) Busanlianidndyginanasuimue aoit
6.1 nm’fmamszﬁumw’imﬁ:ﬁmﬁmnnsu%nmmam‘mmwwzﬂmﬂu"lﬂmummgﬁml”aﬁwm
6.2 NIGHAAN UM mwﬁmﬁgm’%nmﬁuﬁumnﬁ BINAALALENNNUATRNTIIMINWIIUAZEN IWT9aN8d
fyqnazdaszany
6.3 nstﬁwuﬂ%qummwmnwﬁmﬁmm‘ﬁmad\ma@iaﬂs:ﬁnﬁwaua:mmﬂaaﬂﬁﬂﬁagﬂwm@ﬁum
7. wmﬂi’]’ﬂmi’uammﬁwﬁ‘l&ifvﬁmsmNﬁmﬁmﬁmﬁﬁﬂszﬁgnL%'ﬂntﬁuﬁuiﬂUﬁ’\ﬁfm’mﬂmxnsiums
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nNBpIHR 819839
1 = General requirement 2aILNFBATUFIMTL Finished product ‘EﬂLLll‘U Injections
(Parenteral preparations)
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.
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598n19N 8 Pemetrexed disodium heptahydrate 500 mg for injection

muﬂszn'\ﬁﬁ'\mi’ﬂquai’mmﬁ

1. Bozn Pemetrexed disodium heptahydrate 500 mg for injection

2. amaniana b

! o v =
2.1 gﬂu.uu Wukspndsaannda Swsuda

2.2 §utlsznay  isznaudae Pemetrexed disodium heptahydrate ﬁaugaﬁ’uhpemetrexed 500 mg 1 1 Vial
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3. aMANUANIIINAKA

3.1 Finish product specification"”

1. USsnmdasidamy

90.0 - 110.0% L.A.of Pemetrexed

2. |dentification maﬁ)mumuﬁizq'lu Finished product specification
3. pH ﬂiaamumuﬁiquu Finished product specification
4. Sterility AT
5. Particulate matter ATIU

- a3NATUIA 2 10 pm 14ifin 6,000 aumMe

- AUNATUIA = 25 pm 14 600 auMA
6. Bacterial endotoxins m’z’«u&humu‘ﬁlszqh Finished product specification
7. Uniformity of dosage units ATIWIU
8. Water content Gliiﬂbiﬁu@lﬁwﬁiziﬂu Finished product specification
9. Impurities / Related substances @li’mmumu‘ﬁ'izqh Finished product specification
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318n15N 9 Regorafenib 40 mg Tablet

m'mﬂszn'ma'i'm'i'mquaﬂﬁﬁ'lﬁ

1. Ban Regorafenib 40 mg Tablet
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2.1 giluny Wuenda Swmsusudsemu

2.2 fawmsznay  Usznaudieaaen Regorafenib 40 mg 1w 1 Liia
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3. AnANIANIMANRA

3.1 Finish product specification™"?
1. YSanmeaendangy 90.0 - 110.0% of the L.A. of Regorafenib
2. Identification mwmumu‘ﬁlszqh Finished product specification
3. Dissolution Gli’Jﬁ]mumuﬁszlq!'lu Finished product specification
4. Weight variation $30 ﬂi’mmu@l’mﬁi:lﬂu Finished product specification
Uniformity of weight (mass)
5. Water content mmmumuﬁi:qlu Finished product specification
6. Impurity / Related substance ﬂi?%&iﬁumﬂuﬁﬁquu Finished product specification

Ganludu g
1.ﬁ'ummwri'\manmsms‘lﬂ"fuagngmi‘fumLﬁuu@iﬁ'umt,ﬁm‘imma"tuﬂs:mﬂ'lﬂﬂ LAZEILA9 (declare)
UNRINES
1.1 1ua’wﬁ%ynwﬁ"uﬂnﬁnu@'i'ﬁum (N81.2 N8.3 N4 URINANTHR)
1. 1.1 lunsdifdueiindalutsanalng wanede no2
1.1.2 luns:ﬁﬁl,ﬂumﬁ'u%Lﬂiammmmsg waneie ne.3
1.1.3 lunsdifdugnihidrainddsana nanefe no.4
12 ludvatunzowen ne.1/e.1 vasenfiauanan Wiy ITanInILANA AWYBINAAS U
anufidunzidomn (finished product specification) uazdarivuARMAWYEIIANAL (drug  substance
specification) nsfﬁﬁagﬁ:m’wanmﬂﬁuuuﬂamrﬂmﬁmau wAsUUULENTITERWIMNEIEMITaUT [ (8.5)
¥W§aw finished product specification Waz/%3a Drug substance specification lagaawn lanauiulszne
dezmenmaiannsafing wazliin 2 9 o Sudszmeadsznmamansidnnseding

NITUMS
(WHENIUIEN NadTas) (WismMyana 1ener3)

wirilmunsiltayefiB2s2sse




2. LNEITUTBINIAIZIRNITHAAL

2.1 nad@fignuaausanalng drAadasfilenasiusssanaspunRAatmamaninuiuas 35 nsiain
MIWaaLN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lasmiieaw PIC/S participating authorities
w3e flonasfusennaiumsaniaumunsninariuari S nsidlunsuiasnuasdminamuamenssants
DIMITUNTYT NTENTNITIIUGY Farhmusdulasanusaandasussriafiourunsninosiusz3imnaly
nmInaae PIC/S lunuaaefiiauaang avudgaawsaunIanasaulasinanisiusesfisiudszna
Uemenandidnnsafing

2.2 nsdiidugringrenarssana HHAadasdiianasiusasnasgIunniasanunaninamiuaz
ﬁmiﬁﬁlumiwﬁﬂ e PIC/S (Pharmaceutical Inspection Co-operation Science) Taswiaeau PIC/S participating
authorities 21d§A MwsaunIaTvseulaslinaniuTasisiudsemadszmanadidnnseding wiaany
ARDATW WAIUGANTHL
3. tanmsqmmwamomﬁmuaﬂm (Fuwrnwana) v

3.1 Namsm':nﬁmﬂ:ﬁqmmwNﬁmﬁ'wﬁmﬁ'ﬁagﬂmau@a@ (Certification of analysis of Finished product) 114
mjuﬁd«ﬂué”;aﬂw

3.2 WanIasRRAERIMNIWIAgALUBIRINE ARy (Certification of analysis of Drug substance) ALy
mswﬁmmjuﬁ'aﬂLﬂuﬁaamavﬁmaopjwﬁmmLLaijwﬁmi'mqﬁu

o

33 Lanmsvﬁa%é’nﬁwuﬁuﬁ‘ummETuﬁ'uﬁswd'méumswﬁmaai’mqﬁumaaﬁamé‘mm (Drug substance)
70 3.2 NuuwmMInAavaINRamiBnduTag (Finished product) Ta 3.1
3.4 lunsdidunafousnaunannni 2 9 asdasdidiunnwanoranisinen Long term stability @i &t
wudulunsouemnuans LLa:"L@T%'un']smmm”maaLanmﬁnnQﬁé’lmwaw?ﬁﬂ
35 lunsdidunzfouenantanndy 2 D ssdasddumnnmuenonamsanEna s vesnma i
wudulunadoueauaas Lm:"l,@ﬁumsaamu%'usmLanmsmnpjﬁénmwaw'%ﬁﬂ
4. A0t |
4.1 diguanen dessidiatienagiaiay 1 %uwuﬁfgﬁ’m‘ﬁ Fadudunuuaasmoszidue st
muﬁﬁmu@lmﬁ'ﬁaqmauﬁ‘ﬁﬁﬁ‘lﬂfnﬁu
5. msﬂs:f'fuqmmwmﬁdwan (wdadtang1INIIVLsENN)
5.1 ﬂ'\ﬁdauauﬁaaﬁmq’[’n’%ﬂﬁﬁazm'h 1 3 duaniusuay
5.2 mnmmﬁ'dwau a:@‘i’aadoﬁwmewmﬂ'lu%”mawamsmaﬁmﬂ:ﬁmjuﬁdwau
5.3 nsﬂﬁmmuswmsv‘hﬂ'lsiimﬁa:mmﬁdwamﬁ'adﬂ@i’sa"’amﬂ:ﬁqmmw AU TITNTIZRIIRD
Sosvadating TﬂUé’mm]:@i"aadamLﬁ&l‘énmua‘hmuﬁmmmwjmsdamaﬁl,ﬂﬁ:ﬁuauﬂupﬁ'uﬁmau
dﬂl’ﬁﬁ’]U‘ﬁlLﬁ‘U?fﬂdl%ﬂ’li@li?ﬁﬁmﬁzﬁﬂmﬂ’l‘w nizﬁﬁwuhm'lulﬂu"l.ﬂmuqmﬁ'nwm:mww: WMV
Fmdnt WA TanMsEReTIMENeIna1Tes ;Emmm:m?apjwﬁmluﬂ%@iavlﬂ

1 o
TCEkiTa) NS T NN GELT2) RO oo NITUMT
(WHENTIWIEN Nedsad) (Wamyana 181243)

wiii2imensiitayaiB25i2559



5.4 ez ao%“mﬂﬁlmmtﬂauﬂné’mmmq viadafemudansmmwaantszmsleq naurmualaslifidenly
6. onasdanludug
6.1 wingileus Wilgerduuu (original drugs) AasiinisReusaIn1Inasay Bioequivalence Alaua
Wisununuenduiuy TﬂUf‘aﬁmsﬁnmﬁaaLﬂu'lﬂmwa“nmm‘ﬁua:LLu'zﬂﬁu“ﬁ‘lunﬂsﬁnm%’aaugamaom
MUY VAIFIUNNUA U NTIUNTAMTURSE nszmwmmsmqmm Tuns@funadoudivmanuuuyen
saigylnd (letaanadousn NG) sasnunEIuMIIRULENE I M AN FIaNyaTednn
7. fiananm (due) Bnsaalisnidndya newasuivine asi
7.1 nsr‘fmamséwmmimﬂzﬁmﬁmnnsuﬁﬂmmam‘mmww:T'Laitﬂu'l,ﬂmummgﬁmj"aﬁmuﬂ

o a as = A’ = e o W )
72 nsmna@mmsrfm'nu@ugmwmﬁuﬁumnﬂawm@f[ﬂUmummﬂmnﬁumsmmmmm Tugr9avas

Qs A’
R TAITIY

7.3 nszﬁwuﬂrqummwmnwﬁmﬁ'mﬁﬁawdwa@iaﬂs:ﬁn%waLm:mmﬂaa@ﬁmiacgﬂ'zﬂﬁ‘l@’f%’um
8. %mmwmsmaamuﬁwﬂﬁ%’uﬁmsmw§mﬁmfﬂmﬁﬁﬂs:i’§gnL‘%':mLﬁuﬁﬂﬂﬂﬁ'}ﬁmmﬂmxﬂﬁums

amsuazenluszazioan 1 Dhawiwdsnedszmanadidnnseding

RANBIHA : 81989970
1 = General requirement 283LNJUATUEIMTU Finished product stuuyede
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 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies Ltazgjﬁa
msﬁnm%mszﬁﬂﬁwaLLazﬁaaugamaawﬁwﬁmﬁm N2INLANEN EWNIUATALNTIUNTT

AIWIILURZEN ns:m'mmmsmqm

(WHF1ZANT B2adiiFe)

{i—e-\ 4 ‘3(
(ao’ﬁa) nIsunNg

2l
(R 312) O NITUNT (BD) e e,
(WIS NadTas) (WIMNa L)

wii3muniiiayaiie2s/25s5e



3181151 10

Qs Qs ' 4 A
1 aa:tﬁﬂﬂqmanum:mm:uuu'ﬁ'mLanmimiw%anﬁnmﬁm
182N B26 / 2559

aaUsznaINIa UANTEIN

Oxaliplatin 50 mg Injection

1. Baen Oxaliplatin 50 mg Injection

2. amanlana i
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2.1 guuuy Wussazaela LNF Uneasnds dsmsudadavsaniiaad
22 mwdsznay  isznaueae Oxaliplatin 50 mg 1w 1 Vial
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3. AmENIANI9INaKa

NANITATIVILAIIE ﬁﬂmmmﬂﬂﬂmu Finished product specification was Drug substance specnf‘catnon "n
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3.1 Finish product specification“’

S -
qmauunmcmﬁuﬂ

USP 35

-

- dRinuaaednty

90.0 - 110.0% of L.A. of Oxaliplatin

2. Identification

AT

3. Impurities

1. Oxalic acid : NMT 0.6%

2. (SP-4-2)-Diaqua {(1R.2R)-cyclohexane-1,2-diamine-N,N] platinum : NMT 0.65%
3. Diaquodiaminocyclohexaneplatinum dimer : NMT 0.5%

4. Any individual unspecified impurity : NMT 0.20%

5. Total impurities : NMT 2.45%

4. Bacterial endotoxins

NMT 1.0 USP Endotoxin units/mg of Oxaliplatin

5. Sterility ATITNN
6. pH 40-70
7. Particulate matter ATITNIN
- 94MATWIA > 10 pm Litfin 6,000 e
- 83MAYIG > 25 pm il 600 aume
8. Volume in container ATITNIW

(wsmMan? anidifia)
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3.2 Drug substance specification : Oxaliplatin"’

amantanmana USP 35
1. Pnadenddy 98.0 - 102.0% of L.A. of Oxaliplatin (Dried substance)
2. Identification ATV
3. Acidity TN
4. Specific optical rotation +74.5° to +78.0°
5. Microbial limits -Total aerobic microbial count : NMT 20 cfu/g

-Total combined molds and yeast count : NMT 5 cfu/g

6. Silver NMT 5 ppm
7. Loss on drying NMT 0.5% of its weight
8. Platinum 48.1% - 50.1% of the Oxaliplatin (dried basis)
9. Heavy metals NMT 20 ppm
10. Bacterial endotoxins Not more than 1.0 USP EU/ mg
11. Related substances - Oxalic acid : NMT 0.1%

- Oxaliplatin related compound C : NMT 0.1%

- (SP-4-2)-diaqua [(1R,2R)-cycloohexane-1,2-diamine-N,N] platinum : NMT 0.1%
- Diaquodiamino-cyclohexane-platinum dimmer : NMT 0.1%

- Any individual unspecified impurity : NMT 0.1%

- Oxaliplatin related compound D : NMT 0.1%
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3.1 Finish product specification“)

FaIuRaINANITATIIRENINBY 1 35 T 5 55 ldun
- CZE w38 IEF

1. ldentification

- PAGE+Immunaoblotting
- Peptide mapping/LC
- N-terminal sequence analysis

- HPLC

2. Potency

80 - 125% of the state potency

3. Sterility

AT

4. Bacterial endotoxins

NMT 2.5 Endotoxin units/mg

5. pH

3.8-42

6. Extractable volume

a9 UaaINsEY L Finished product specification

7. Particulate matter
- a%MATWIA 2 10 pm LitAin 6,000 auna
- aBMATWIA > 25 pm Lilfiu 600 auma

AT

8. Protein content

mmmumuﬁsquu Finished product specification

9. Aggregate test

a9k wAAIzY LU Finished product specification
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3.2 Drug substance specification : Filgrastim Concentrated Solution”

AmEIaNIMaia BP 2013
1. Protein content Minimum 0.9 mg of protein/mL
2. The estimated potency 80 - 125% of the state potency

(Minimum 1.0 x 10° 1U/mg of protein)

3. Identification NI

4. Impurities with molecular masses higher By Size-exclusion chromatography

than that of filgrastim -Total of the peaks with retention times less than that of the

principal peaks : NMT 2.0%

5. Impurities with molecular masses By Polyacrylamide gel electrophoresis

differing from that of filgrastim - Impurities with molecular masses lower or higher than that of

filgrastim : NMT 2.0%

6. Impurities with charges differing from that | By Isoelectric focusing

of filgrastim - Any impurity : NMT 10%
7. Bacterial endotoxins Less than 2 IU in the volume that contains 1.0 mg of protein
8. Related proteins By Liquid chromatography

- Any impurity : For each impurity NMT 2.0%
- Total : NMT 3.5%
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uanawma - nadisanzdouudimaty waive) nsarnseriensinanile ‘lvsﬂunﬁmmnm‘manpumnmnﬁ‘lmuagm“ﬁmm

- ffieutiznauvairunioda’ ADILEAINIIATIT Anti-HIV1 Anti-HIV-2, Hepatitis B Surface antigen, Anti-HCV

(Antibody against Hepatitis C Virus) 'hmummg'mm

donlagn g
1. zv’mmmwmULanmsmﬂ@'ﬁ”ﬂm#ty’mifumLﬁﬂwﬁﬁ‘umﬁaa’imﬂ’m‘luﬂi:mﬂ%ﬂ wazEuas (declare)
UASINE®
1.1 luddynstunzdoudsue mo.2 ne.3 no.4 uduansd)
1.1.1 Tunsdifiduenfindaludszinalng nansdls ne.2
1.1.2 'I,unsz’ﬁﬁt.ﬂummtﬁ'\Lﬁ'ammﬁoussq wanede ne.3
1.1.3 lunsdifdwendughannensszing nanefis ne.4
12 lusetiunadioun no 1.1 2asniiiauamen WMo uaR T aMIMUNIN NWVBINT A TAH
@lmﬁ"u&ruﬂuﬁﬂu (finished product specification) LLa:ﬁaﬁﬂwuﬂqmn’lwmadfﬂqﬁu (drug substance
specification) ns:ﬁﬁ'a;]s:‘v\iwmsmﬁauuﬂaamﬂmﬁ'mau AwFBILULLANTITEULWIMNENEMTVAUA LY (8.5)
VW3 finished product specification uaz/MIe Drug substance specification lapvautludauiudszmea
dszmanadiinnsafing waz'liviu 2 J o Fudemeadsznmenandidnnsaiing

) T
T A 4 .
GRG0 e, NI [GRE 1) T &/ ........................ nITNMT
(WHNRIIWIE Y199709) (WIBMuNe 1ed)

wWinfiZimen1sNi11yaiiB26/2559




2. 1laNAIITUIDINATTIUMIHAAL
2.1 nstngwanlulsznalne Qwﬁm'faoﬁLanms%’maqmmg’mmswﬁmmmwa”nmm‘ﬁuaﬁ%msﬁﬁlu
nMINaReT PIC/S (Phamaceutical Inspection Co-operation Scheme) Taswaeu PIC/S participating authorities
3o HlanmIfuTeanasuNIRaasEERanIn ML A i mIfialumInasuestin A BN TINMS
WIS NITNTIIETITUEY 2 inuatulasfinnusanadasussrafioununsninmsriuazisnsialn
nswaasn PIC/S lunwiaenfiiauanne aﬁ’ua'wqmnmaunmswaauI@Uﬁwan'\ﬁmaaﬁai‘uﬂszmﬂ
dszmanmaidnnsaiing
2.2 nsdifudingringreinauysana fuiadesfianasisasunasgunsniammananinariue
58nafialumInaaen PIC/S (Pharmaceutical Inspection Co-operation Science) laumiaginu PIC/S participating
authorities aLUIFR musaumsasaseulasiinanisiusestaiulemalszmeanan8idnnseiing wisony
ARDATW UAIANTTH
3. Lanm‘sqmmw‘uaomﬁlauaﬂm (Enwwimwnana)
3.1 namIATITAATIEA N WKREA I ENdITagUvaNES (Certification of analysis of Finished product) u
ms;uﬁaal,ﬂuﬁ"mzm
3.2 wansarniiaTeiquwiaguvasdinndinzy (Cerification of analysis of Drug substance) Alglu
nwswﬁmﬂﬂs;uﬁdaLﬂud‘aamaﬁg\waa;jwﬁmnl,l,az;jwamquﬁu
3.3 lanmIvsenanguiuduanudinusszniniuniniaussiagiuvasdissety (Drug substance)
49 3.2 ﬁm;umiwﬁmaawﬁmﬁmﬁmﬁwﬁagﬂ (Finished product) Ta 3.1
3.4 luns@idunsadowenanannnii 2 1 ssdasfidnnwinenamsdne Long term stability anafiiu
wudulunzioueauaes wazldsunssswniusesanssnngiismavesuish
3.5 lunsditunafougnanitosn 2 § asdaeddmnnmwinorensansanuadavasmemuiion
wadnlunzidoueauuaas wazldiunssanuiusanenssnngiiswavesuish
3.6 Wlasrnilungatag Wusamsngumsfinsmaeadfinluawe (Cinical trial) faszAnBnmwnsinmn
LaenatndBsrasneaTatslER I umstunsfauanndrinauasznTIunse I sLas ENaslszing Ing
Taonamsanendasiiszinsmwmssnun ldasninemduy uslesunmsaRuiimouwnslunsmamaunnd?
afiale
(nﬂﬂ?‘fumtﬁz/u@iﬁ"’uymuumfn”@zﬂmi (ldnzifiougnuuy NBC,NB) i3 nsusunangIunIsAnsInmg

(% [ '

as ' ' o f [ A @ o
41 ELauas’]ﬂ’] ADIRINIDYNIYIBRIUBY 3 “u'lﬂuiiﬂqﬂm‘ﬁ ‘NLﬂ%(ﬂ’lLL‘YI‘%LLKGNS’IUR:LSU@]vlﬁﬂﬂm’m

muﬁﬁmu@luﬁ'ﬁaqmawﬁaﬁ'ﬁ"l.ﬂﬁ’nﬁu
5. msﬂszﬁ'uqmmwmﬁdwau (waadtand@IINITIVUIZNN)
5.1 mﬁdwauﬁaaﬁmq‘tﬁmajﬁasm:h 1 9 uaniusdeuay
5.2 mnm’mﬁdwau a:ﬁaadaé%mmwmU'lu%'maowamsmw%mﬁ:ﬁméuﬁdwau

R L) I S PN S UseIUAAZNIINMT
— (WENLANT M)
4 =i 4 ¥
G ET2) ATINMS [GEiT) TS R NIINM3
(ERRIWIE NavTas) (WIHATWIE LEN293)

w3l i 11;@1‘3‘1826/2559




'
'

5.3 ns:ﬁﬁ%mﬂswmsﬁwmsquﬁ'zamamﬁa’auamﬁ"aaomm%mﬁ:ﬁqmmw RUNETITNTALTRIITD
Sosvaa20819 Im@mm:ﬁaqdmmﬁ'uSnmuﬁwum‘ﬁ'ﬂmmwmidamm%msw:ﬁuauﬁuﬁ%’uﬁmau
dlFanefinitaslumIariadiaseigunn ns@nnuholiiduldawgminyusianiz wiissnve
OUANE SR TINITERETINNEIAINEIVDI ;smﬁmtazm?agwﬁ@‘l.uﬂ%@iavl,ﬂ

5.4 ;‘meua:ﬁaﬁuLﬂﬁﬂumtﬁaﬂﬂnﬁﬁmmq wiadlanamadsuanmnaissznslag dewimualas i
Gauly

5.5 StUUMINUKasIaaIn@adniuy Cold chain system ﬁ"lﬁmmgmmwé’nmmﬁ good storage practice
(GSP) waz good distribution practice (GDP) Tapuaadianasusznay

6. flanaden ({1y) uganlnsniandanonasuNINRA ot

6.1 nitﬁwamszﬁummf’mﬁ:ﬁmi{mnnsuf‘mmmam‘mil,l,w*naﬂajtﬂu"lﬂmummgmﬁaﬁmu@

6.2 NSMHAAN UM m’ﬁﬁmﬁgm%'nmﬁuﬁumnﬁawmm‘[aUﬁwf{nmuﬂ:w:nssumsmmma:m Tugrnaves

fyqnerdaszng

6.3 nsrﬁwuﬂvzqummwmnwﬁﬂﬁ’mﬁﬁmad{iwadaﬂszﬁn%waua:mwﬂaaﬂﬁ'wia;jﬂwﬁ'lﬁ%’um

7. mmmwmsmaamuz’?w%ﬁﬁ%’uﬁmsmwNﬁmﬁmw‘fmﬁﬁﬂs:fﬁgnﬁamLﬁuﬁwﬂ@Uﬁﬁﬁ’mmﬂmzmsumﬁ
awsuazenluszozioe 1 Srsuiulszmeadsenienedidnnsafing

RN 8198937N

1= Lm'svmmsﬁwuﬂqmﬁ'nwm:mmx mn&ju%ﬁmq FUNUSHNINIENTIINGY NIZNTHITIIUFY

2 = British Pharmacopoeia 2013

{seFIUAULNIINNNT

................................................. n3IUM3
(WIEN1IWIRY 1189389) (WnWINe 1n2e3)

A 4
W4T 1NN 11;91?'1326/2559





