Aaanyamme al.aneg w. N 243/51(1w.)

vinenavasginsol 6505-XX-247-2506
A A ¢ . ..
yod Qqﬂﬂim Diclofenac Injection
YRV ET, naoa/NAaDY

1. AMANHMZININIY
% 4 Yo v 9 dy
1.1 aadnvazmmzlunsldan l9snyeimsthatazdnauvesnduiie nszqn uazanoins
IanaINIsrIaa
1.2 qadnyazmmzlumanaiia
12.1 Usznoudiediedifay Ao diclofenac sodium
Y
1.2.2 YUIAANUUIIVOIT IMHUATUNTIANIUAALAT
o S A qua 9 9
1.3 gadpvazminzlumsesnuuy luenlianinie ldaadind

2. MIVIIYPAHUNO

2.1 sy lumyuzilaaiin
2.2 ﬂa’]ﬂUUﬂ']G]fugLUﬁjﬂg{@Qﬁgu “dHOﬁWﬁﬂluﬂNEﬂ , VHIAAITULLIN SJJHWSG] 5 ’QJJu“riiJﬂmq ,
A a =) o o Y @
LAUNAQA , LAUVNSLVIUATTUYN hl’)@ﬂ’]\iab'ﬂﬁ]u
v
2.3 LLUUﬂTf!'Uﬁiﬂllagmu’]ﬂUijﬂ ﬂgﬁqﬂu@GlUﬂWﬁ%ﬂﬂ’lll@agﬂ%\j
=1 v 9 = o < Y Ao 1 = ] 9 IS a a Y
2.4 NUYDODIUANVUUUAILUNLLTI DINWITUIUUINNIT 1 HUTID fl]g@@QLﬂu%uﬂ!lazmuqﬂlﬂﬂ]ﬂu
9 A 13 A 1
L’JHLP{H%IINLWJWUWE]
Y o tﬂ'
3. sllﬂfnﬁuﬂﬂufl
~ 9 = [ % d? = o o A o ]
3.1 ﬂ?ﬂlﬁua@f]\nﬂ’iaﬂﬂ’]ullﬂiﬂﬂ'lislluwgLUﬂu@']ﬁﬂfJ’]LWf]’l]WWU']fJGlUTJﬁglﬂﬁllﬂﬂ UDNNTSNT N
< { a ¥ o w 1 o
TI51TUGV ﬂﬂl%u‘ﬂﬁﬂlﬂuﬂ’]ﬁWaﬂ@']lllﬂﬁclﬁsnifﬂ ﬁﬂﬁgﬂﬁj\iﬁ']‘ﬁ']iﬂ!qslliﬂﬁﬂﬁ
Y A o A o a o o an a Ao
3.2 @]ENNWUQﬁE]ﬁ‘U5E]Q?J’Wlﬁi’]url'ﬁWamm’luﬂaﬂlﬂmm LAZIBNITHANNA (GMP)
A A Y a 9 =} v A o
3.2.1 ﬂjmwa@GlUﬂiglwﬁ]lﬂﬂ Tﬂﬂugljwaﬁ ADAUNUIADIUIDI GMP SUENﬂiz‘I/li’Nﬁ‘Tﬁﬁmqu

lunuaeiause

~ o 9 1 Y = v A o Y a Y a
322 AsAlEININAsEme ABaNHINA0T DI GMP 403 1531UANAA 3101 szmAdnan
~A o 1 9 ] 9 =1 v A o
323 nadlihemnandszmadintisussy lulszmea Ine doadimiisdesusos GMP
9
Tuvo 3.2.1 uay 3.2.2

@ [ a L4 Yy a . . [ { o
3.3 ﬁwmﬁaiuimmmiammﬂzmoﬂiwu@wa@ (Certificate of Analysis ) A590U8191131

v ]
A o 1 A

a Yo o {
‘]Jigﬂ'ﬂ‘]Jﬂ'li‘Wi]'lﬁﬂﬂ Llﬁg/W§@%u1ﬁQLM@%@iUﬂWiﬁ\icﬁﬂ

@ [

Y =\ A a o 1 a AA g [ o W
3.4 ADIUNUIFDITUIOINITATIVUATICH LlﬁzclfﬂllﬁﬂﬁL!,“I’TENWﬁﬂﬂl@ﬂﬁ?ﬁlﬂﬂﬂlﬂu@?ﬂ’]ﬁW 3]

o

YOIUTHNGNANLT HazUTENGNan A

/3.5 A ue...



243/51 (Wu.)

~ 9 I A awv d Yy a A 9 o ]
3.5 8INEUD @]ENL‘]JU?J'I‘V]UﬁHWL‘]JUIﬂW@@Wﬁﬂﬁjllﬂuﬂ’lﬂu’lﬂiﬂﬂﬁiﬂ
Y ' A o a FY < A
3.6 SUE]\W]’J'E]EJ'NVIU'IN'I‘]J53ﬂ'ﬁ]‘]Jﬂ'lf!'Wi]'lﬁﬂﬂi]gﬁﬁ]\uﬁﬂJﬂ'l‘]fuz‘VI‘]Jifﬁ].
o 1 Y 19 Ao k% @ 1 3 1 Yo
3.7 'E]']EJWJEN?J'IGlU'JuﬁQN@UﬂJ@Q @@Qﬂﬂuﬁ]ﬂﬂ??‘ﬂﬂ’lﬂu@]]lﬁbluﬂ'lﬁfl]ﬂw'lu@]azﬂfN 'Vi'lﬂhlllhlﬂﬂ']‘ﬂuﬂ
Y Y 1< { a kY 1 a Y] 1
91gu0301 13 vzdouilueinaaunda lumu 13 luiudeves
9 9 v A = AA 9y 9 A 9 d’*’ A
3.8 ﬁjﬂﬂﬂ@]'ﬁ]fliﬂWﬂﬂfﬁ]ﬂllﬁﬂLﬂaﬂu&TGlUﬂﬁmﬂiﬂﬁﬂjJﬂﬂ']q Gl‘mﬂuﬂmumqmﬂmmﬂnﬂluma
o 9
natlse Teytveediloe

4. IMInsvaey  asNAIUMUABENHAZIAWE tazna Nz lude 3.3, 3.4

ﬂmzn's'sumsmnmuqmé’ﬂymzmww al.ane W. vos wu.

Y

(03%) W.0.3A91 1908118 HO.NIN.NU./AJ5ETIUNTINMS
aa a Ay o
(39U 19DDIUTY )
i1 4
(03%0) Wo.WgNT YAINUA HO.ANW.NU./NTTUNT
a =4 =
(WNgnd YAsud)
4 a 1] <3 a o 1
(03%0) Wo.NYI gANM AU yReIa Y3gd1 W, WY IN.55.6/
[y I = a 1 1 9
(MM IANYYAYITA) AITUMITINNNNUIY Y
12 N.W.2551

o o & waq 9qy
Auanyuzmmzatiutioylia 19 19
aweysa n.wu Mhemisde nanwy.

7 N1 0446.13/151 89 22 N.N.51




