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Mycophenolate mofetil klct'o mg capsule 

bl"l�·:m1�:5'��m1"!1.0ru,;a1�1����Ub"ll\9l�"ll.fl1'W� G>G> "!I�� rs:/G> u.:�uth��1W klct'bo ' ' 
1�a15th�m��11"11�h�n'VI�el'Wn� (e - bidding) 

Mycophenolate mofetillvcto mg capsule 

\v.(9) b'IJ'Wenb�� ?f'1Vl�'U�'U'\.J';l�'VI1'W 
lv.lv '\.J';l�flB'Utii''JtJl?l1tJ1 Mycophenolate mofetil \veto mg lw (9) b�\Pl 
hbll 'U';l';l"i] 1 'Wbb�-:JU�?l'WVl DB-!Itl'WI"l11��'W DB-:Jtl'Wbb?l-!1 

• 

lv.<:r 'U';l';l"iJJl�1J"�h�'U�BtJ1 ?i'J'W'\.J';l�flB'U\?J'JtJ1?f'1FlflJ 1"111�bb';l-!l 1'W��\9l 1'WVl�\PlB1tJ br;'!'V���\91 bbr;=t� , , QJ , 
br;=t'VVJ� b utJ'W�1�'U en H-B'�b"il'W 

lv.ct um fl'U'W.fl1'V'W�'U';l';l"il���ir?J tl'U en (b -d'W bb�-:1 en) B �1'l11B m•i'B-:J';l�'U�B tJ1 ?i'J'W'\.J';l� flB'Ul?l'J tJ1?f1f1 ru . ' .. 
1"111�bb';l'l 1'WVl�\PlB1tJ bbr;'!�b(;l'VVi��\91 

• 

hb tJ1�?i-:��eJ'UI'i'B'li1mtJ'VB'lenhJ11BtJfrJ1 (9) tJ U'U"il1fl1''W?i-:��B'U 
• 

bll. I"IW��U�'VI1-:Ib'VII"l'WI"l"lleJ.:J1'\9lt:l�'U (Raw material specification) ' ' 
bll.@),. Identification 

bll.lv tl��1rul?l1en?f1f1� 

bll.bll Impurities 

bll.bll.@) Organic impurities 

bll.bll.lv Residue on ignition 

bll.<:r Loss on drying 

' \9l';J'J"il�1'W 
ri�.o -(9)0\v.o% of Mycophenolate mofetil 

(on the dried basis) 

' \9)';l'J"iJ�1'W 
1��1flfll1 0.(9)% 

1�mnn11 @).et% 'VB-:JilTt-'lt!n (�Bru'Vl.niJ bo ·c 1'Wnm bll -ri'11�-:�) 
• 'IJ 

r;'l'l�€1 . .............. .. ...(��>........... th�liTI.Jn��:UflTJ 
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Mycophenolate mofetil kl�o mg capsule 

bfl':i�nTr<&'��m1"lffiru,;tl1�'nJ':i��ub"'J�6'1"1J.fl1'W� G>G> "11�� rs:/G> u�uth�1.11ru kl<fi>o ' ' 
1�v15th�n1�':i1fl1�b�n'VI':ieJiJn&l (e - bidding) 

rs:. fJW6'11JU�'VI1�b'VIflilfl"'leJ����.nru,; (Finished product specification) 

�.(9) Identification 
' lll'aT'ile.J1'W 

�.lv u�1!1rul?i'lm;;11�t1J 
�.rn Dissolution test 

ri�.o - C9locf..o% labeled amount of Mycophenolate mofetil 

hJ1J-ewrd1 �o% (Q) 
�.� Uniformity of dosage units 

�.cf. Impurities (degradation) 

lll'aT'il�1'W 

Mycophenolic acid 

Mycophenolic N-oixde analog 

Single unspecified impurities 

Total degradation products 

h1111fln'Jl (9).0% 
h1111flfll1 o.lv% 
h1111flfll1 O.C9l% 
hl111flfll1 C9l.cf.% 

�. bieJ'Wb"'J�'W � 
cf..C9l ;;11b 'W1bBfl?f1'afl1'a 1Jl�\JB'Wtu111l�'W'VI� b Uti'W�1-ru CJ1b �e:r'il1Vl't.hCJ 1 'WU'a� b 'VII'lb 'VIti bbft�;;11 bb�� (declare) ' "'  

bb'VI�.:Je.J�IIl 
�.(9).(9) 1 u;;11�t1Jfl1'a�'W'VI� b Uti'W�1-rum 

ct.C9l.C9l.C9l mru�bU'Wm�e..��lll1'Wu'a�b'Vll'l1vm Vl111t1�-:J 'VItl.lv Vl�B t1.lv 
cf..C9l.C9l.lv mru�bU'WCJ1t.hb-il1b�Bfl1'abbU.:JU'a'a� Vl111ti�.:J 'VItl.rn Vl�B tl.rn 
cf..C9l.C9l.rn mru�bU'Wt1TU1b-ifT'il1fl�1-:JU'a�b'Vll'l Vl111ti�.:J 'Vltl.� Vl�B tl.� 

cf..C9l.lv 1ur\'1"1JB�'W'Vl�bUti'W 'Vlti.C9l Vl�B CJ.C9l "'JB.:It11�b?f'WB'a1fl1 (Vl1J1 C9l) 'V'l�B1l'a1tlft�bBCJ\WMl-ifB 
fl1'afllUfJ1lfJru.fl1'V'l"'JB.:Je.J�IIlnru�lll11l��'W'Vl�buCJ'W (finished product specification) bbft� 
-ifBfll'VI'W�flru.fl1'V'l"'JB.:Jlllltl&'iU (raw material specification) mru�B�'a�Vll1-:Jfl1'a ' ' " 
b u � CJ'W bb Uft.:J bbm "'J b �m&11! "'il�l'i' B.:! bb 'WU bB fl?f1'afl1'a"'JBbb m "'J ( 'Vl tl.ri Vl�B CJ .cf.) 111'V'l�B1J 
finished product specification bbft�/'VI�B raw material specification 

cf..lv ;;11 b 'W1 bB fl?f1'a-rU'aB�111111 'a\11'W fl1'ae.J�IIl En .. 
cf..lv.C9l mru� t11e.J� 1111 'WU'a� b 'Vll'l1 'Vltl er e.J�IIll'i'B.:Ji1;;11 b 'W1.fl1'V'l�1ti'VI'l!.:J�B-r'l.J'aB.:J11111l'a\11'Wfl1'ae.J �Ill til " .. 

11111l'VI�flbflru�15m'a��1'Wfl1'ae.J�II1En"'JB.:Jm�'Vl'al.:I?f1f51'aru?f"'J (GMP/PICs) 1'W'VI1ll�t11� ' 
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Mycophenolate mofetil I§:Jcro mg capsule 

Lfl":i�nT;j·-:ij'��m'J"H.firusntJ1�'J�":i::�m"ll�&�"ll.n1w� (0)(0) "11�� cr:/@ u�uth::�1ru I§:Jct'bo 
• • 

1�v15th::n'J�":i1f11�h�n·mviJn61 (e - bidding) 

b?f'W e:J'1l1 tJ ( �ruu6'11?1�m�":ie:J'Unl":il'l":i1 "il ?fe:J'U 1� tJi'!t:-�� m":i-r'U":ie:J-:J (h!u� b?f'We:J":i1fl1 bb� ::1u� 
' 

t:.J�I'lf.ll) 

ct.hb mru� b 'lJumth b oU1"il1mh-:JU":i::: b VII"! �e..!� \91�8-:Ji'J�1 b 'U1.fl1'VHl1 tJVI'!!-:J�e:J-r'U":ie:J�:lJ1\91":i\11'Un1":i 
� � 

e..J�\91 tJ11'11�VI61 mnru;i15m":i��1 'Un1":it:-��mJ1'1le:J-:JU":i:::bVJI"l�e.J�\91 Vl�8 certificate of 
� 

pharmaceutical product (UD'U�1��\911�":ie:J'Unl":i\91":i1"il6'18'Ub�tJi1t:-��m":i-ru":ie:J-:J�-:J1'U� 

b?I'Ue:J":i1fl1 bb�:::i''U�t:-��\91 m) 

ct.m �1 b 'U1be:Jn?f1":ifltu61 n'l':ftu:::'Ue:J-:JtJTVl b?f'Ue:J":i1fl1 
' 

ct.m.® �1b'U1�1":i1tJ1 (pharmacopoeia) �1mt�m":i�'UVJ:::btJtJ'UtJ1 �-:Jl\91��'U�1tJ1�1AtlJ bb�::: 

t:-��l'lilru;itJ1�1b �"il":iU u1Ju�1?1� Vl�e:J\911�imhVI'U��1\91":i\11'U'1leJ-:JtJ1bb�:::15m":i1 bm1:::� 1 'U 
� ' � 

tl":i:::ml"lm:::VJ":i1-:J?f151":itu?f'1l b�e:J-:J":i:::'U�1":i1tJ1 �.1"1. bctctb 
' ' 

ct.m.b nl":i\91":i1"il1bfl":i1:::�fltu.fl1�t:-��\91iltu;i'1J8-:J�t:-��\91 (certification of analysis) 1t�m�'U�?i-:Jb'lJ'U 
' � ' 

1'11e:J�1-:J 

ct.m.m e.J�nl":il'l":i1"il1bfl":i1:::�flrum�11'1ti�'U (raw material) '1le:J-:JI'11tJ1�1rl'ruffimt�m":it:-��\91f.ll�'U� 
't 't QJ 't 

?I� b .Ut�l'118 �1-:J�-:J'1J8-:J � t:-1� \91 fJl bb�:::�t:-1� I'll \91 ti�'U 
� � ' 

'ct.m.� umntJ1.fl1'l'f11VltJ (VI�e:Jm'l':f1eJ-:Jn�'l':f) uD'ub�� bb�:::�1b'U1b8n?l1":in1num�1��'U'1le:Je:J'4tlJ11'1 

nu�1'!!n-:J1'Uflru:::n":i":i�n1":ie:J1VI1":ibb�:::tJ1 

ct.� 1'118�1-:JtJ1 � b?l'U8":i1fl1 �8-:J?i-:JI'118�1-:JtJ18�1-:JoW8tJ <9) Vl't.htJ'U":i":i"iJJltu;i 61t�dJ'U1'11bbVl'Ubb?l�-:J 
� ' 

":i1tJ�:::bBtJ� 1� fl":i'Ut;l1'U\911��n1VI'U� 1 t�'IX1i8fltu?l�u�-0'11 UoU1-:J�'U 
' 

ct.ct m":i'IJ":i:::nt�flrum�m�?i-:J�8u 
' 

ct.ct.® 1t�i'UmtJ'1l8-:JtJ1�?i-:J�8'U�8-:JbVI�8 h1'!!8tJn11 <9) tJ 'l!u"iJ1n1tJ?i-:J�8'U 
' 

ct.ct.lD tJ1Vl n-:J1 ��?i-:J�8'U "il:::�8-:J?i-:J�1 b 'U1Jl1��1 tJ 1 u-ru":i8-:Jt:-� � m ":i\91":i1"il1 bfl":i1:::�tJ1�'U�?i-:J�8u 
' ' 

'1]8-:J�t:..J�\91 bb�::: 1 u1 bfl":i1:::�l\91ti�'U'1J8��t:.J�\91l\91ti�'Um otlt:.J�\91tJ1�'U�?i-:J�8'U 
'U q 'U q 'I 

' ' ' �� I 0 I CV I � I ..:;!,! I .<::1t. 6' I ct.ct.m fl":ituVlVI'U1 tJ":i1'1Jn1":iVl1n1":i?l� \9118 tJ1-:J tJ1Vl6'1-:J�8'U b �86'1-:J \91":i1 "il1 bfl":i1:::VIfltu.fl1� VI'U1 tJ 
' ' 

":i1"1in1":i"il:::'V11VI'!!-:J�e:J�8-:J'1l81'118�1� 1�tJ�'1l1tJ"il:::�8-:J?i-:JtJ1b��Bnmu<S1'U1'U�V!thtJ":i1'1ln1":i 

?i-:JI'l":i1"il1 bfl":i1:::�bb�::: b .Ut��-ru��'ll8'Ufh 1 otl�1tJ�b�tJ"JoU8-:J 1 'Un1":i\91":i1"il1 bfl":i1:::�fltu.fl1� mru 
� ' 

��u11 tJ 1 hJ b .Ut� 1 u 1'11�fl ru61 n'l':fru::: bU�1::: Vlth tJ ":i1'1l m ":i'U 86'1-:J1'U�VlTihHufl"iJ 1":itu1 m ":i 
' 
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ct.'<u 

ct.lrll 
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Mycophenolate mofetil k1<:t'o mg capsule 

11'1� .. mToa:5'V��m1"!1.ti'rusnv1�'nJ���u�"tlV��"tl.n1w� G)G) "11V�� r&:.!Gl u..:Ju'IJ��111ru klct'bo 
• • 

b�P�ti15'1J��m�P��11'11�h�n'VI�el'Un� (e - bidding) 

b?fiJm1fl1tn�-m�hJ'UeJ.:J�"I.mJ bb��/'Vl�e:J�t:-J�\911 iJfl�·wit� 1 'IJ 
'\J '\J 

ct. ct.� mru�1 ";i .:J'V'I tn'U 1 � \91";iT'il?ftl'Ufl1 CJ'Vl� ·:Jn1 ";im'J -;u -r'U bb� ';l'W'Ul1 CJ1 lot �1� �.:JlJ tl'U \911lJolleJ\91 n�.:J 

ct.ct.ct 

ct.ct.'<u 

1 iJfl1";i�191sfft�fl�.:Jtf 1l11'1";i.:J\911l.llJ1\91";i\i1iJflru�n�ru��n1'VliJI91 �'U1C.J-;u�tXt�.:J111C.J1 lot �iJ�boll1 
� ' '\J 

l.l1m\i1iJ�.:JlJt�LJ1 �l:Vl�1 wil'1iJ'JiJ b vhnmhiJ'JiJm�i.:Jsfft� lot �.:Jnci11 .n1 t�1 iJb'J�1� 
"' 

1 "j.:J'V'Itn'U1�fhV!iJI91 1191C.J 1l1f1191rh1-il�1m�l.lb�l.l-;u1n 1 "j.:J'V'IC.J1LJ1mb���'U1C.J-;u�tXt�.:J-r'U�I91'UeJ'U 
'\J 

r111-il�1 t1 1 iJ m "j�1 b iJiJ fll"j �.:J 1 Vf1l1-t' t�-r'U � 1911 iJ fll"j�.:J'Ut�.:J 1� t:l ntX t�.:J 1'11lJ�ruru1lJ11-ilu.:Jr1LJ 
'\J � � 

�'J CJ bb�� �'U1 CJ';ij � tX €l.:J-r'U�I91'Utl'U t:-J � b� CJ'Vl1 CJ eJiJ b � eJ.:JlJ1';u1 n fll"j 1-ilcn�.:J nci1'J'VI n mru 
'\J ' 

mru�1 "j .:J'V'I CJ 1'U1�'VI";i1'U 1 iJ.fl1 CJ'Vl�.:Jl1�'U1 CJ bb?fi91.:J'Vl� n \i1iJ� b tJiJ b Yl';u'Vl1.:J 1 "j.:J'\AI CJ1'U1�';u ��iJ 
'\J "' 

UqJ:S�1 (black list) t:-J�I'l.tlrusii'Ut�.:J'U��'VI bb��-;u��';u1";iru11lJ1-ilt:-J�I'l.tlrusii'UeJ.:J'U��'VlmlJ� 
1 "j.:J'V'Itn'U1m �iJ?flJfll"j bb�� 1 ";i.:J'V'Itn'U1�-;u�vhrn";ibb�.:JblC.JiJb�eJ.:J�.:Jnci1'J 1 Vfwt.hC.J.:J1iJ�1.:J 1 
'VI";i1'U 
�'U1 t1 -;u � tX t�.:J-r'U b 'IJ� C.JiJtn bdt� en 1n�'Vll.ll91m t1 'Vl�mdmnl91 fll"j b�e:Jl.l?fm'V'I �l C.J'IJ"j� fll"j 1191 ., '" ' I 
ne:JiJrl1'VliJI91 

�'U1 C.J�iJC.Je:JlJ 1 Vf�sfft�t� m�n�ruru1nt�iJ'VllJI91�ruru11m iJmru� 'U 'U v v Ql Q,l 

t ct. ';u,@) b tJiJ"j1CJfl1"jCJ1�t:lnl'l191e:Je:Jn';u1 nuru:Scn h.:J'V'Itn'U1� 
'\J � 

..::::::1 � � .<::l.. ({ If d I o:::;:,l I 
ct. '0. \v lJ t:-J� rn "j'J bfl";i1�'Vl';u1 n mm'Vltnf'n?f mfll"j bb 'V'I'VI t1 'Vl";ie:J-;u 1 n'VliJ'J t1 .:J1iJ ";i1'U rn ";i'VI bb?f 191.:J'J1 t1 1'U e:J.:J 

'U��'Vl�'U1CJ 1l1 boll1lJ1\91";i\i1iJ 
'\J "' 

1 iJmru�1 "j.:J'\AI CJ 1'U1�'VI";i1'U'i1CJ1'U€l.:J'U��'Vl�'U1 t�ih1t�.:J1iJ rn";ivh 1 Vi' bnl91m fll"j 1l!.W.:J'IJ"j�?f.:Jri'��1 CJ bb "j.:) 
'\J 

-;u1mt�n?f1";i'V11.:Jl'U1fl1"j�t11 b �e:J�e:J 1 "j.:J'V'IC.J1'U1�'UeJ?f.:J'JiJ�'VI�1 iJ fll"j 1l1�-;u1";iru1 'VlC.JI91'Vl�e:J'U��e:Jrn"ji.:J ' 

"" 
ct.� bt�n?f1"je:JiJ 1 

ct.�.® 1 iJmru� cn�iJ'Vl� b UC.JiJmnn-J1 \v tJ -;u�tXt�.:Jbb?fi91.:J6'11 b iJ1t:-J�fl1";iPln�1fl'J1lJfl.:J?f.fl1'V'I";i� C.J�CJ1'J 
(long term stability) l'l�eJ191'1il.:Jtl1�'UeJ.:Jtn��iJ'VI�bUC.JiJH 

ct.�. \v 1 iJ mru�1l11 '1l CJ1 tXiJ bb 'U'U ';u � tXt�.:Ji16'11 b iJ 1t:-J� fll"jPl n�1:S'J?llJlJ� b tJ1 CJ'U b V1 CJ'U tl'U CJ1tXiJbb 'U'U� • '\J 

\ J./ tp' 
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('U1tib�BI'i'n� �'U�'UTI��) \ 

� .. !J.\=�\1)/ ���J 

Nfr\6' 
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('U1tJ�54 n��o'in�) ' ' 

('U1.:JG'I115'Uf'l� bbG'I.:J�.:J) ' 
I· 
� c 
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('U1tlb€Jfl�'UVI{ 1�VITifl'i) 




