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1

(i.i - !.i.)

2

('l.i - i,i.)

193475 NED 28 tabLet 0 0 0 0 128 1?8 2,622.sr 335,688.96 83,922.24 83,922.24 83,922.24

757696 NED l qalton 250 225 237 34 40,800.00 40,800.00203 162,400 00 40,800.00

lrylhrohycin eltolate tabtet 250 mg 322496 NED 500 tabtet 0 1 2 0.000 2 2 2,20fi.N 1,100.00 1,100.00

L romycin injection 300 mymt - 10 mt 1020100 NTD 1 viat 48 7 42 35 42 1 27.00 189.00 54.00 54.00 54.00

l',levtapine tab(et 200 mq 659744 NED 60 tabtet 224 111 80 0 80 80 264.24 2t,456_@ 5364.N 5,364.O0 5,364.00

r,t1)vtl Zrdovudine 250 mg + Lamlvudine 150 mg +

Nevnapine 200 mg (GPO A tabtet

657996 NED 151 51 8 10 0 0 436.56 0.00 0.00 0.00 0.00

639 5BTIl 1201513 NED l vial 0 0 0 0 2,400 2,AUJ 197.95 475,080.00 118,770.00 118,770.00 r18,77000 118,770.00

niit] 6 Endo<rlne system

640 cRo6r1 Chodqonadotropin atfa anjection 250 mca/500

mc( - 500 mct

682500 0 0 0 t2 r,229.43 14,153.16 3,68A.29 3,688.29 3,6ffi.29 3.683.29

641 CMFTl CLomifene citrate t.blet 50 mg 52t636 NED 10 tablet 0 0 13 0 t3 13 120.00 1,560.00 480.00 360.00 360.00 360.00

642 DPGFT2 Dapagtiflozln tbbtet 10 m9 451424 NEO 30 tab{et 1,056 |,7q) 10 2,399 2,389 1,133.r3 2,70f ,u7.51 61t,611.74 676,q78.6t 6f6,418.61 676,q78.61

DNSMII Denosumab inie€tion 60 mg/m( - 1 mt 719669 NED 1 prefitted syr 19 64 62 0 62 62 10,957.87 679,X7.94 t75,325.92 115,325.92 164,368.05 164,368.05

644 6MGTT2 Gemigliptin Tartrate SesqLrihldrate tabtet 50 m9 1003191 NED 28 tab(et 200 3,570 3,310 853.86 2,811,508.20 719,803.98 1t9,803.98 718,950.12 7t8,950.12

GMPRT4 Gtimepiride tabtet 3 mg 237179 NED 100 tabtet 500 32,775.A)560 480 20 480 460 131,100.00 32,775.00 32,175.U) 32,775.@

6d6 RSotvr6 Risedronate sodium tabtet 150 mg 2AA5A1 NED 1 tabtet 250 210 290 10 280 856.00 239,680.00 59,920.00 59,920.00 59,920.00 59,920.00

647 SMGTI3 Semagtutide injection 1 my'do5e - 3 mt NED 1 gefitted p€n 0 0 95 l5 95 80 6,420.00 513,600.00 128,400.00 128,400.00 128,400.00 128,400.00

648 TRPRII Terparatde ,nje( tion 600 mcg/2.4 ml - 2.4 m. 651592 NID 1 prefitted pen 56 11 49 0 49 49 14,7',t2.50 720,912.s0 t91,262.50 176,550.00 176,550.00 176,550.00

649 GXBTl Empagtifozin 10 mq + Linagtptin 5 mg tablet 1013938 NED 30 tabtet 0 0 0 2t0 210 r,791.18 121,800.24 12t,8c..24 120,009.06 120,009.06483,618.60

650 xIPl lnrutin oelludec 1 unit + Lkaglutue 0.036 lng

sotution for lnjection - 3 m(

1t25837 5 prefitted p€n 0 0 0

0

0 36 36 8,025.00 288,900.00 72,225.N 72.225.N 72,225.N 72,225.N

nri! Z Obstetrtcs, gynaecol,oly and udnary-tract dt3orders

651 BlNCT2 Sethanechol chtoride tabtet 10 mg 684280 NED 100 tab(et 10I 122 75 t5 60 695.50 41.730.00 10,432.50 10,432.50 10,432 50 10,432.50

I lrL!l 7tr I rtl

,r,rr,.iItr,.Ir.rrak, s.rutr 4%' pallon -

({rirurrnr:1 :,!llur1.rlaall 16ru:vmndnr,rdr)

12s66

800.00

1,100.00

60 tablet

lsuLbactam 
strerile powder for injectron 2 g

NED 1 prefitLed syr t2

643

2,812 3,328 3,570

645 285.00

1148784

NED

75
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Dapagtiflozin oo mg Tabtet

". daor Dapagliflozin oo mg fiLm coated Tablet
*J rb- aludrlurvl?tu

b.o. :iluuu rfluurrfiorn6orikiltioilrJ:cylru
b.b. dluuirno! lu r rio !:cnolrirueYrur Dapagtiflozin propanediot

monohydrate dalXafi'l Dapagtiflozin oo mg
! - ,e

b.m. r1tuculll lJ::1ur{n!nauvl U0{nunl1r.ltu uau!::1nfugtl0{flutl6{
J.b.d.oa'rn -:vq6ouldruU:cnoler'rurdrn'rguavnruu:l{uru6or-uiuorq

J.ratfi afl uavtal v[rJUuer'DUU1 l?0ulitotnuuuu::1nfu1l

- onrnuuu,.r{oeirrrio U6'ol:vudo ur r.riadoyrr.rnr:6'r

drurj:vnouuav,ur.,roa.,rnroruoul tardilaer iuduorul{
tonu

$. qol6!dBx1{rmai!6

Finish product specification: Dapagtipflozin oo mg Tablet

o. tdentification o:?or.i1x

b. Assay cio.o - ooo.o96 LA

cn. Content uniformity rt:?aii'lu

d. lmpurities/Degradants

BMS-bsnc(dmb NMTo.d%

lndividual other impurities NMT o.b%

Total impurities NMT o.c(%

d. Disintegration NMT ob minutes

b. Water NMT d.d% (Kart Fisher)

Drug substance specification: Dapagtiflozin Propanediol

o. ldentification qr:?or.i1u

b.Assay g/c(.d - dsn.o% LA

m. Propytene gtycol od.o - ob.rl96

d.Water sn.b - d.o%

(!:]iTun:iunr:)

(1r1UlttU rAnllvlU1)

uluullyrrJt'rulfun"r:lrLflu

(n::,ln1:)
. - - c--
(!1.ruu?9r n.!'tterqnu)

mdtn:drurrxnr:

h*tt# (nr:!nr:)

(urarrniugr r{urinii:ra)

na'tn:drurqnr:

d.lmpurities

2-
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lndividuaL other impurities

TotaI impurities

NMT o.od%

NMT o.oo%

NMT o.mo%
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d.b.b n:niuld'rrdrornrir{U:vrvrfl {Hdnd'0.:ironar:iu:ourm:grunr:ar6srurnruI
rltd'nrnrusruavi6nr:fr ilunr:ar6our PIC/S (Pharmaceuticat lnspection Co-

operation Scheme) Iouuilru.i'lu PlC,/S participation authorities oftrirqo
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drug substance tol{ardnulvirrfu/ n:durfurflu Sterite water for

inlection trioiori COA of drug substance*l
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n. U1fircq'j1oqlunq'r Biopharmaceutics Ctassification System (BCS)

Class m via a
a-- -t. u1frId'tInl:inuruau (narrow therapeutic index drugs)
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4 Canagliflozin

5 Canagliflozin

6 Chlorpropamide

7 Dapagliflozin

I Dapagliflozin

9 Dulaglulide

10 Dulaglulide

11 Empagliflozin

12 Empagliflozin

13 Exenatide

14 Exenalide

15 Gemigliptin

16 Glibenclamide

17 Gliclazide

18 Gliclazide

19 Gliclazide

20 Glimepiride

2'1 Glimepirjde

22 Glimepiride

23 Glimepi.ide

24 Glipizide

25 Linagliptin

26 Liraglutide

27 Lixisenatide

28 Lixisenatide

29 Luseoglifozin

30 Luseogliflozin

31 Metforminhydrochloride

32 Metforminhydrochloride

33 Metformin hydrochloride

34 Metforminhydrochloride

35 Metforminhydrochloride

36 Mitiglinide

37 Pioglitazonehydrochloride

38 Pioglitazone hydrochloride

: uuuatua:atuut.r

tab 100 mg

tab 300 mg

tab 250 mg

tab 5 mg

tab 10 mg

sterile sol 0.75 mg,/0.5 ml pre.filled pen

sterile sol 1.5 mg/0.5 ml pre-filled pen

tab '10 mg

tab 25 mg

sterile sol0.25 mgll ml('1.2 ml)

(5 mca/dose, 60 doses)

sterile sol 0.25 mg/ml (2.4 ml)

(10 mcg/dose, 60 doses)

hb 50 mg

tab 5 mg

tab 80 mg

SR Iab 30 mg

ER tab 60 mg

tab 1 mg

tab 2 mg

tab 3 mg

tab 4 mg

tab 5 mg

tab 5 mg

ste.ile sol 6 mg/1 ml (3 ml)

sterile sol 50 mcg/l ml (3 ml)

ste.ile sol 100 mcg/1 ml (3 ml)

tab 2.5 mg

tab 5 mg

tab 500 mg

tab 850 mg

tab 1000 mg

PR tab 750 mg

PR trb 1000 mg

tab 10 mg

tab 15 mg

tab 30 mg
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t frr:r
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1llJA

1rlJ6

1ru6

1llJn
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t rin

llun

t rirn

t drl
t d'rl

1flt

l uJO

t uia

l UJO

l UJn

1l.lJn

1 lis
1 tlJ6

1 lirl

1 uJ6

44.U

80.89

0.31

44.94

1.337.50

1.337.50

44.U

67.41

1,725.89

2,346.31

30.50

0.25

1.20

2.15

10.70

1.88

3.75

5.14

7.06

0.30

37.72

2,407.50

1,201.35

1,201.35

35.21

53.97

0.40

0.60

0.80

6.13

7.13

6.34

0.95

1.83
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