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‘S’lzlﬂ"ﬁﬁ 1 Basiliximab 20 mg Injection
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_%_ag Basiliximab 20 mg Injection
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1. ﬂ?mmﬁ’zmﬁ’m?y 90.0 - 110.0% of the L.A. of Basiliximab
2. Identification mmmumuﬁs:q'lu Finished product specification
3. Particulate matter mswd'\umuﬁis:q'lu Finished product specification

-1 2 10 pm lilAu 6,000/container

-2 > 25 pm Wi 600/container

4. Sterility mmt«immuﬁsquu Finished product specification
5. Pyrogens or Bacterial endotoxins mwmumuﬁ“izq‘lu Finished product specification
6. pH : f379 N"luma.lﬁ.‘squu Finished product specification
7. Volume in container _ : m’zmhumuﬁ‘iquu Finished product specification
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swms?i 2  Deferasirox 250 mg Dispersible Tablet
audszmedoninguanysii

o Deferasirox 250 mg Dispersible Tablet

amaanignaly
1. ilugufiaguuuy Dispersible Tablet siasulszniu
2.1u 1 ulla Usznaueaudae Deferasirox 250 mg
3. usnyluusvegfiiflsanand wia blister pack Yssnunudule
4. amnazy - Fatn FrulsznauaIsn@AYUATANAILTI TUKER 'S'uﬁvumq WfiNAe uazsunzdow
diuen Hatsdauunussenioed
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1. YSnmaasdey 90.0-110 % L.A. of Deferasirox
2. Identification mw;i‘mm&lﬁs:q‘lu Finished product specification
3. Dissolution m’ailmumu‘ﬁi:q'lu Finished product specification

4. Weight variation 730 Uniformity ms’:’-ui’mmuﬁs:q‘lu Finished product specification

of mass (weight)
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T8n15N 3 Leuprorelin acetate 3.75 mg for injection

ANUsENMAIININ auaEsIH

#oe Leuprorelin acetate 3.75 mg for injection
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1. Wuwssndadsiaanie

L ‘l R
2. 1% 1 Vial Usznaudae Leuprorelin acetate NRUYSNU Leuprorelin 3.75 mg
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auaaigmanaita (L Official luungdn3u USP 35, BP 2013, JP 16" edition usz Ph.Eur. 5 edition
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1. YSinudaesagy

90.0 - 110.0% L.A.of Leuprorelin acetate

2. Identification

m?’:ﬂdﬂumﬁuﬁizq'lu Finished product specification

3. pH

N a
a5/ maaNTEY L Finished product specification

4. Sterility

@l‘ivﬂd'mmuﬁs:q'lu Finished product specification

5. Particulate matter
- BUMATWIA > 10 pm Liifin 6,000 auMeA
- auMAIWIA > 25 pm Litfiu 600 auA

' o . . .
a3 mMaaNszylu Finished product specification

6. Bacterial endotoxins

AR MTIzY U Finished product specification

7. Uniformity of content or mass

A9 mumuﬁszq‘lu Finished product specification

8. Water content

) 3 - -
el‘siim’mmmﬁ:q’.u Finished product specification

9. Constituted solution

AT mumuﬁ‘sxlﬂu Finished product specification
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1.2 ludwadunadone ne. 1 v09enfauasan wsaamﬂautauwwamsmuwﬂmmmaewamm‘n
mufidunziowly (finished product specification) nszumam mwn'mﬂauuuﬂmuﬁ*lmwumm:maeuun
LNAIWIaE L WIMWENENNTLaLA lNNT DY fi nished product specification
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'nanan‘n?ﬁmiﬂ@ﬂ%ﬂ’l‘maﬁmmmﬂi:mﬁgwﬂﬂ %30 Certificate of pharmaceutical products
3. ﬁmmmwdﬂmanmsqmﬁnummaamﬁtauaﬂm
3.1 mamsanedlensigmmwnianmeiuesia (Certification of analysis) 'lums'w?'iémﬂuoi‘:aaiw
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7.1 lunsdidunaifiougnunannnii 2 9 sxdasfduwnmnensnamsdnmn Long term stability aufiu
wadulunadoueuusas

7.2 lunsdidwnafouenantasnii 2 9 aslidumwienansAn¥IANAITv I I UR SR
lunzifousanuas ua:'lﬁs“’ummamui’mmLanmsmmjﬁéwmwaw%ﬂw
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1 = General requirement YaILNFBAITUFINIY Finished product 3UULY Injections (Parenteral
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s1En1h 4 Leuprorelin acetate 11.25 mg for injection

AaNUsENAIINIA auaTsh

#oun Leuprorelin acetate 11.25 mg for injection

AMENLANI (1
- X
Wunssndadsainige

u 1 vial Usznaudas Leuprorelin acetate Nsuyany Leuprorelin 11.25 mg
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qusaigmomnaia (1 Official lundwdsl USP 35, BP 2013 , JP 16" edition uaz Ph.Eur. 5" edition 41

ATATNIINNTY hﬁﬂumnmsa”wé‘alumsﬁ’ﬂmqmﬁ'nwm:mm:maam)

1. USanmdaendagy

90.0 — 110.0% L.A.of Leuprorelin acetate

2. Identification

: p . -
(k) mumu'ns:q'lu Finished product specification

3.pH

A5 MAANTZY Y Finished product specification

4. Sterility

a5 mauszylu Finished product specification

5. Particulate matter -
- auMATWIA 2 10 pm laiifin 6,000 aymn
- BUMATUA 2 25 ym 141 600 auMA

m71%d1um1uﬁ5:q1u Finished product specification

6. Bacterial endotoxins

a3 MIuTISzY K Finished product specification

7. Uniformity of content or mass

m’a%d’mmuﬁs‘z‘iﬂu Finished product specification

8. Water content

ATIVMANNTEYLU Finished product specification

9. Constituted solution

) ] ) e
[k mumunszl.ﬂ.u Finished product specification
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mntnmfmﬁmsm‘flumwamuwaoﬂrmﬂnwam %38 Certificate of pharmaceutical products
3. dumnmwdilanasgMan YA laua TN
3.1 wamsmnﬁmﬁ:ﬁﬂmmwwﬁmﬁ'meﬂwaaw’uﬁm (Certification of analysis) 'lums'uﬁﬁuﬂueﬁath
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378n15N 5 Nilotinib HCI 150 mg Capsule

ANUTTNIAIINIR CHE b7 ab

8o  Nilotinib HCI 150 mg Capsule

amaanianaly
1. dfluende sfiesudsznu
2.l 1 ula Usznaudrudaen Nilotinib 150 mg (3Uin&8 hydrochloride monohydrate)
3. usnyluunsagfiiiouwand w3s blister pack voanuarwawls
4. a8y - San FIUNaUAIN A YUAZAMULTI TunEe i’uﬁvumq WwuiinRe waziaunation
' drsuen "l.i’azmq?ﬂwunumsqﬁm‘rf
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amaaniamomeaia” (L Official lundwérii USP 35, BP 2013, JP 16" edition uax Ph Eur. 5" edition

A W L = Q- s
FINUENTTUATY ‘lmﬂmanmsmoao‘lumswmqmanwwmm:mmm)

1. Painuaandny 90.0-110.0 % L.A. of Nilotinib HCI

2. Identification m‘zfm’mmuﬁszl.ﬂu Finished product specification

3. Dissolution %38 Disintegration mﬁiwhumuﬁi:qlu Finished product specification

P ' P
4. Weight variation #38 Uniformity mwmumuws:q‘lu Finished product specification

of mass (weight)
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6. mﬂJs.nuqmmwzrmmuau (usRBNFIINTIUYTEAN)
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31811351 6 Recombinant coagulation factor Vila 1 mg for injection
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Hoen Recombinant coagulation factor Viia 1 mg for injection
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1.2 Water content’ wnwhumuﬁ‘sn‘ﬂu Finished product specification
2. After reconstitution

2.1 Identification’ ' AT

2.2 Appearance’ ATIVHIU

2.3 Assay of human coagulation factor VIi* 80 - 125% of the stated potency

2.4 Specific activity” mmmumuﬁnq‘lu Finished product specification

2.5 Sterility® mwshumuﬁ‘iquu Finished product specification

2.6 Bacterial endotoxins’ ﬂ‘i'z%d1u@l1u¢ls:q1u Finished product specification

2.7 Particulate matter® m’aan’mmuﬁszq’lu Finished product specification
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378NN 7 Rituximab 100 mg/10 mL Injection
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Haen Rituximab 100 mg/10 mL Injection
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1. Sty 90.0 - 110.0% of the L.A. of Rituximab
2. Identification _ m’mr«i’mmuﬂ"‘mq'lu Finished product specification
3. Particulate matter N3 I:J"mmuﬁi:iﬂu Finished product specification

-2u1a > 10 pm lilfin 6,000/container

-9I@ > 25 pm Wi 600/container

4. Sterility N3 N"mmu'ﬁl‘izq'lu Finished product specification
5. Pyrogens or Bacterial endotoxins mmmum'luﬁizq'lu Finished product specification
6. pH m‘:’m’mmuﬁxl‘ﬂu Finished product specification
7. Volume in container m’:mi‘mmuﬁ‘s:q'lu Finished product specification
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378n15N 8 Zoledronic acid 5 mg/100 mL injection

m'nuﬂs:n'lm'i'mi'ﬁqum'mﬁ'lﬁ

fotn  Zoledronic acid 5 mg/100 mL injection
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1. Wwessznsendalnaninde 1a Wild
2. 1w 1 Vial Usznause Zoledronic acid anhydrous 5 mg augaﬁ'v Zoledronic acid monohydrate 5.330 mg
w5193 100 mi
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1. YTnmudaedny 95.0-105.0% L.A. of Zoledronic acid

2. Identification ATITHU

3. pH 6-7

4. Sterility ATIVHIU ,

5. Bacterial endotoxins NMT 3.5 EU/mL

6. Particulate matter m’m&h%muﬁs:q‘lu Finished product specification

-au1@ =10 pm Liifin 6,000/container

-aue  >25 pm i 600/container

7. Apparance of the solution Clear and Colorless

8. Related substance Individual Related substance : NMT 0.2%
Total Related substance : NMT 0.4%

9. Volume in container NLT 100 mL
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