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BETAMETHASONE LA
(BETAMETHASONE AS
DISODIUM PHOSPHATE /
BETAMETHASONE
ACETATE) INJECTION,
SUSPENSION,EXTENDED
RELEASE PARENTERAL 3
mg/3 mg/1mL

;Lg‘)ma\f\jj\d_,me\j

S5 Ahina udign gl

1402/10/07 - 1353999 <l 55 )2 Gz Ui 50 jlad

Kwality Pharmaceuticals Ltd x5l | 1402/09/27 - 913/84244 i ) 5o jled

OIS Qe uald ool 1402/12/29 &b

202 jl ) 98 gl

tehilagy 3S/0 5 )5 5 sae/ali 43l 5,/ TRC 2026/08/30  :Lxadl &z

GN2129 Qx;\.m S a‘)tx..ﬁ\ Qsﬁl.ﬂl“&\;ls JL.\:I‘ dJ\A).\A_:_,A.\d;.A

2= 40 A0 gad (5 s/ Jlaia / aland 1402/10/07 o4 m )l

o g e Jll cle (G Ay & 53

S0P | &2 0 ALl g ly | Jed B ogus | lel b s plol Glialejl &5,

USP HPLC percent >=90, <=115 105.37 o fiseodla laia (yuad 1

fina sl 4y Sl jlé HPLC - A lailinl galae 2 lailin gaas o i 3 odle luli 2
lina sl 4y Sl jla HPLC - 2 )lailil (3l 3 laliu) giae o 3a odle luilis 3
Dfira sla 4y SLe jlé HPLC percent >=9(0 , <=115 80.78 o ) sa ool Hlaia (pmd 4
e gla 44 Sl | (Gel Clot)dS J3 EU/mg <=29.2 23L e Jsd W, ComeeS 555030 J_iSL 5
USP43 Me.rnbrg%nce_ sterile JJ\J uLU:.A # Fluld—) Lﬁ)‘}“ J’..’ By RS 6

Filtration ( Soybean-Casein-digest
USP43 Membrance- sterile 2l cilag # Flui d) 336 -5 3158 S 3 caiS 7
Filtration (Thioglycolste
e gl 4y S b = ) - ama 5 dsml S IR S A 7 58 8
e gl 4y S 8 o o) - ama 5 dsml ama sl goall s 9
iz (sla 4y S lé L cidas a0 - odig y b (gudas s2ig L gallae e gy 10
https://fdlabnet2.fda.gov.ir/Default.aspx 1/4



5/12/24, 1:53 PM Report

Fohge pmme 5 ghba 4ronme i ¢ Ul G (e 3l am el alel UGS (gl 1
https://fdlabnet.fda.gov.ir ARRRRAT-RRRIIIRRTIES 021-77FAFFYA  ooalio jlad

https://fdlabnet2.fda.gov.ir/Default.aspx 2/4



5/12/24, 1:53 PM Report

1402/12/29 enly )
518 JAK e gla sl a1 JS o1l
Sy S 5 9

G50 gl S g sl 48

2 ) 2 asia
1402/10/09 DL P PRSP IR
el ¢Seut 1) 68 «QR coden 4y «gsall Gil R Ol i Ciaua g

140000000034158537 14353 (i oy hix S

BETAMETHASONE LA a3 o IML ) ) Qstiakis Jogal i3 dogal 14 pa JalS ol

BETAMETHASONE LA
(BETAMETHASONE AS
DISODIUM PHOSPHATE /
BETAMETHASONE
ACETATE) INJECTION,
SUSPENSION,EXTENDED
RELEASE PARENTERAL 3
mg/3 mg/1mL

B b o paliie el 5 yiia o8 3) s o3

o e 4 TML () I Crahhaly (a5 35 gl Ad gad diaay 0 £3M0) 4 1402/09/27¢ 534 913/84244 o jlah 4sli 4y & Ll sia)
28 034 alad) glgdila ST S ) g <d £ )8 Ghulal g (e 2,54 Kwality Pharmaceuticals Ltd &S pd cdba GN2129 g
_.\Ajg ‘L\i\.\# ] ‘;ﬂ Alalu é:uh ) xam oy Zla 3 QJ.AJ Al A ‘}..4.&4' 18a UBada A4l e J g\é Jad

2940 ppud JiS3 21 2l e ol Jabad 51 sl (o sa
ol 5T s AL e 038 2383 130 i sl (54 )
AL e e (sl O3 W sl o Qdle L (5a )
Al e i) 28 4 gad G HIX S 5385l o s 5allil a8 ol
iyt ell it RS e B (g 5a )l 250 (sl A3 gad 2 )50 2 Jalh (38 s
o o gl el el
ey ol s g gl S ] e
o e i

https://fdlabnet2.fda.gov.ir/Default.aspx

3/4



5/12/24, 1:53 PM Report

FrA o mme s GLLa 45 e i ¢ 34T s Glase ) s el Gl GLLA (0l e
https://fdlabnet.fda.gov.ir AARARAT-RRRIISAENEES 021-77FAFFYA  cdlio jlad

https://fdlabnet2.fda.gov.ir/Default.aspx 4/4



