
dry
: 1 UA Y t0 U9l fl Ol A fl U il r tf, y,l 1 v 1J0.1 Ul Trastuzumab 440 mgq

dt,&aeoyyg)Al. rllup'r{u]lJ:1flo1n1s0 fl]11:utgr:uuululrljtJUudlH:uilugtt11ilaofl[a0qq1

2. rJ : s n o u e1a u s1-? u 1 Trastuzumab 440 mg vl fl o ru n-r lir a v a I u oio 1 id ri'u rdo a v a r u d'a u r

3. er-?uru::Q'lut?erttrl?ryfiq viat fiil:tsotntdo floafim u::q1unrryuvfi{Jolnlurra'r
I 4 o d ari a q 4 olj j 

^ 4 o o4. ao{ilaaln:uq ?u taou il 11flafl rrau?u t9lou tjlrfi:Jgro]q ratmr{aa talTvtuuugll:lJU]
lng/ t u
t?out isarou 1JuRlryuvu: :q
d u fn 9rjs. rflrfnur'ldfrqiufiQfi 2-8 oc

6. tt-':r?onr:n:roitn:rv# Finished product specification dr.rdlrnd'vairfu fltuil:vnra

fl:y11:?{drrr:ilqr rSor :rqairYrur Iouuurdrrurildlrnxi'ssirfu#u&sdurd':u uto
n rd o q 99 a o I u I a / irn Y i d

iltn tilu911:1u1tl.to1{o{ tl.tttuull?1Jofl1:gt:'10?lft:1yt49l1tJ1l t9tuouu09tvlvtuuuflu

fliusn::uRr:01111:lravul rruljrJl?{y0il,{nfl1:9t5?o?rn:rv#odrqrloo 3 but"h, n1:flael

E6UduUSrltl{tmnun

Finished product specification

l. Identification test

z. rfirurard'rurdrfl"'aJ

3. Potency

4. Subvisible Particles

3.1 Particulate Matter ) tO ltm

3.2 Particulate Matter ) ZS pm

5. pH

6. Osmolality

7. Residual moisture

8. Sterility test

9. Bacterial endotoxins
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10. Solvent for Trastuzumab

10.1 pH

10.2 Determination of Benzyl alcohol

- identity of Benzyl alcohol

- content of Benzyl alcohol

10.3 Extractable volume

10.4 Bacterial endotoxins

10.5 Sterility

10.6 Subvisible Particles

- Particulate Matter ) tO pm

- Particulate Matter ) ZS Ltm

4.5 - 9.0
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