
: 1 Ua y t6 uo q ar ri'nu ru y tq u ty to.l ut Irinotecan 3 00 mgl I 5 mL

qarauffir,tihJ

t. rfluar:ayaruil:rsornrdo la finr6o,reiou

2. :J:ynourtruel-'tu'l Irinotecan 300 *g luar:avaruil?urfl: 15 ,nt

3. urr::qlunrruvrL::qfi{lord'uuar

4. rfi r fnu r ld'fi qiu r 4 fi ri'o.r 1o uq or n r u r o.r ur'hi uJ6 ou uil a r

s. d'o{fiaatn:vi *,auufl fir^r6sruay'r"u r6ouflfiil:rqorq ratfirufin rarryrfieueirfuur

'l{otjx"8'qrou uuR rsuru : :q

6. fitonat:rrq?ryrnr:fiurrfio6o uaoml#ulu'iruima-rornrflfl1#rrd'rcrui:orfiror'lflld'uru

zs fu nruklqaruqfi zs olsrrryarfiua

7 . ?t-rr?o n r : fl : r o?rn : r v # Finished product specifi cation & l6s rn xi'rsir fu fl r u il : y n r g

n:uvt:'l{cItt1:atqfl 16ol :rqairfutrr Ieurruurirruru#rrnri'ryafrilrlud'r.rorrurr1ru n6o

nrn'hifisir:rurl#d'rs6s 1#lturd'erionr:n:roirn:rv#flrufild'uoujuoerrvrfiuuri'u

n flJ r fl : t u fl r : o r 14 r : t la v ur r ru u u r u So il,{ a fl 1 : er : ? o?rn : r y r{o dx#0 fl : but"h, n r : p.r fi sr

oAA
flillfltJU9tvtl{rTnun

Finished product specifi cation

1. Identification test gr:eOAitU

z. il?rurarsr-aurdrri'ry 90.0-n0.0% labeted amount

3. Organic impurities

- Any unspecified impurity lilrfiu O.ZX

- Total impurities hirfiu t.oX

4. pH 3.0 - 3.8

5. Volume in container 'hi#oon,jr ts -r
6. Sterility test sr:lOr.irU

7. Bacterial endotoxins lrirfiu o.s: EU/mg of Irinotecan

8. Particulate Matter

>: l0 pm hirfiu 6,ooo/ container

>= 25 pm hirfiu 600/ container
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