Dr. Reddy's Lahoratories Ltd
o | Ok > & Formulation Unit-6
£l 1l U y Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJHA3A

Product: Ketorol Eﬁp}eﬁkgtorolac) Orally Disiz_ﬁgg}ating Tablets 10 mg
poaykt: Ketopon® Dxenpece (keToponak) TabneTku, AMCNEPTHPYeMbIe B 1010¢TH pTa, 10 Mr

Batch No / 1 V2400980 Batch Quantity / : 3600000 tab /
Cepus Ne B S O6bem cepun 3600000 Tab
Analytical Report No/ + 040002560978 Date of Analysis / 1 15.06.2024
AuanmuTRyecKHi orver No {aTa aHa H32 o
Date of Manufacture / : 0572024 'Date of Expiry / . 04/2026

JlaTa npoM3BOACTBA [Foaeﬂ no

%Analysis performed according ND / Anaaus nposeaen no HJI:

| JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Pacc1of8/Crp. 1m38

Test / Mokazares ' Results / Pe3ynsTaTs : | Specification / Hopma

% No !

L Ne : iy o o R R

| 1 | Description/Onuncanmue i Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with " dcbossed on one side. [/
side. / Kpyrawle, imockue | Kpyrile, niockue tabneTsi ¢ packoi,
tabnetku ¢ dackolf, cBeTiIO- ; CBETJIO-AKEJITOrO 1iBETa ¢ IPaBHPOBKOH

: | JENTOro IlBeTa ¢ IpaBupoBKOi ' «l» Ha onHOH CTOpPOHE.
! «l» Ha OQHOM CTOPOHE,

Ty . Identification / TloanuHHOCTb

Ketorolac / K er;m}mnax i

i
, a) Byuv/ f Complies / CooTBETCTBYET UV spectra of the test solution and
Y @-crieKTpoOTOMETPHA . ketorolac  tromethamine  standard

| solution should have peaks at the same
wavelength (= 2nm). / Y®-cnexTpsl
MOTIIOINEHHA HCIILITYEMOTO PacTBOpPa
pactBopa  cTangaptHoro  ofpasua
KeTOpoJaka TPOMETAMHHE  JI0JDKHBI
MMETh MAKCHMMYMEL TIDM OJIHOM M TO e
JUTHHE BONHBL (£ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Tpumeuanne: Tlpoaykt coorrercTyeT Tpebosanuam HJ 3axawuenne: QJJOBPEHO |
Prepared by / Checked by / Approved by: Manager/Executive / ‘
TloarotosneHo: Rama Kant ITpoeepeno: Suntosh Kumar | Onobpeno: Menemkep / Py koraiirens |
' Maurya L Manoj Kumar v f
' ey pndpital
Reprint Date / Reprint Date / ! Reprint Date /
| Jara: 15.06.2024 | Mara: 15.06.2024 | Mara: 15.06.2024 "

Registered Office: 2-2-337, Road No. 3, Lanjara Hills, Hyderzhad - 500034, Telangana, Ind’
Tel; #9140 4500 2900, Fax: 151 40 4500 2929, Email: mail@drredays.c hr..
CIl: L85195APLLE4APLCOD4SDT
wivndireddys.com




Dr. Reddy's Laboratories Lid
‘ & ¢ Formulaticn Unit-6
r Hedd el Vill. Khol, Nalagarh Road, Baddi,
‘ hU Distt. Solan, H.P, 173 205, IND!A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOHKAT AHAJIM3A

é_frsdﬂéﬁelorol Exlﬂress Ekc“tﬁoiro!ac) OralTy Disintegrating Tablets 10 mg

poavkT: Ketopon™ 3xenpece (xeToponak) TabaeTKH, AMCNIEPrHpyeMbI€ B TIONOCTH PTa. 10 mr

Batch No / : V2400980 {Batch Quantity / + 3600000 tab / 5
Cepns Ne - . OBvemcepnn 360000016 |
Analytical Report No / : 040002560978 (Date of Analysis/ : 15.06.2024 i
AuanurThyeckmioryer N 0 . ‘Jlaiaﬁa-zﬂza_m_m S .
Date of Manufacture / : 0572024 |Date of Expiry / : 04/2026

Iara npoH3BOACTBA IFoncﬂ Ao

Analysis performed according ND / Agai3 npoBejeH no H: i
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 1

o ' o Page20f8/Crp. 2 w3 8

ﬁ:} | Test / IToxazaTens 1 Results / Pe3ynbTaTh! ‘ Specification / Hopma

! b) By HPLC/B3XX | Complies / COOTBETCTBYET L The retention time of the main peak on
. ; the chromatogram of test solution
' should correspond to that on the
i chromatogram of ketorolac
tromethamine standard solution (Assay

section). / Bpema  yIoepXHBaHHA

' OQCHOBHOTO [IMKA Ha XpoMaTorpamme

MCTIBITYEMOrO  pacTeopa  JOIDKHO
COOTBETCTBOBATH BPEMEHH
YAEPXKHBAHAA OCHOBHOTO TMHKa Ha
! XpOMaTOrpaMme pacTeopa
% ‘ cTanjapTHoro ofpasua KeToposyaka
TpoMeTaMHHa (pazmen

! ! «KOIIECTREHHOE OMpeaeeHken).

Remarks: The Product conforms to ND/ Conclusion: APPROVED / ’
| [puveuanne: [TpoAYKT COOTBETCTBYET tpeGosanuam HJL Baxmouenue: QNOBPEHO
Prepared by / j Checked by / ’ Approved by: Manager/Executive /
[loarotoenedo: Rama Kant | Iposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoauTeilb
| e T ‘ Maurya Manoj Kumar " 11
< i ,'
: Reprint Date / | Reprint Date / Reprint Date /
Jara: 15.06.2024 _ ! Hara: 15.06.2024 ) Jara: 15.06.2024 S u

negistered Office: 8-2-337, Read (4o, 3, Banjara Kills, Hyderabed - 500034, Telangana, Indis
Tel +91 40 4900 25073, For: <41 40 4900 2999, Email: maiildrregcys.com
CIN: LR51S5AP1584PLCOCASLT
wiwvedrreddys.com



CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +51 98166 56001-02
www.drreddys.com

CEPTHGHINAT AHAITM3ZA

5P'r0dﬁ-ct: Ketorol Express (kcto:f_olac) Orally Disintegrating Tablets 10 mg 1

MpoayxT: Keropoa® Dkenpece (keToponak) TabaeTky, TMCNEPTHPYEMBIE B MOIOCTH pTa, WOmr |

Batch No/

Cepua Ne

Analytical Report No /
 AnanuTHaeckuii oTuer Ne
Date of Manufacture /
JaTa npoH3BOACTBA

: V2400980 Batch Quantity / : 3600000 tab /
Otbem cepuy 3600000 Ta6 |
: 040002560978 Date of Analysis/ : 15.06.2024
B _|MlaTa ananusa - o
. 05/2024 |Date of Expiry / © 04/2026
{TCoaexn nto

Analysis performed according ND / Ananus ﬁpOBE}ieH o HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 B |

Page3of8/C1p.3 38

! Results / Pe3ynbTatsl

B | Test / Iloxasarens
N "
[ 3 Identification
i Butylhydroxyanisole /
TToanuHHOCTL
GYTHJIArHAPOKCHAHHION
|
4 Average weight / Cpeanasn
macca
|

68.9 mg/68.9 Mr

Specification / Hopma

The  retention  times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of the test solution

should correspond by the retention times
to  2-butylhydroxyanisole and  3-
butylhydroxyanisole peaks on the

| chromatogram of butylhydroxyanisole

standard solution
("Butylhydroxyanisole content"
section). / BpemcHa yJaepXuBaHHA
nuKoB  2-ByTHATHApPOKCHAHH3OMA H

3-6yTHATHAPOKCHAHW30NA Ha
XpoMaTorpamMe HCTMBITYEMOTO
pacTBOpa [OMKHB COOTBETCTRORAThH
BpEMEHaM YIEPKUBAHHA [HKOB
2-6yTHITHAPOKCHABH30/1a Vl
3-OyTIWIrMIPOKCHAHH30IA Ha
XpoMarorpaMmme pacTBopa
CTAH/IAPTHOIO obpazua
ByTHArMAPOKCHAHH30IA {paznen

«CoaepxaHne
Gy THITH;[DOKCHAHM30TAR).

67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
0167,2Mr 10 72,8 Mr (70,0 mr=4,0 %).

‘ Remarks: The Product conforms to ND/
[pumenanne: [IpoiyKT COOTBETCTBYET TPEOOBAHUAM HI

‘i' Prepared by /
|

Conclusion: APPROVED /
Jaxnwyenune: OJIOGPEHO

| Checked by / Approved by: Manager/Executive /
[Moarorosneno; Rama Kant IIposepeno: Santo:h Kumar OnoBpeno: Meremxep / P'ykoroniesb
| Maurya % - BN Manoj Kumar Voo friad
! Rf.,mn' Date / Reprint Date / _Reuprlwn—t Date/ !

| Jara: 15.06.2024

Hara: 15 :;06._2_24

Hara: 15.06.2024

nepistered Oftice: 8-2-337, Road No. 3, Zariara Hills, Hyderzbad - 560034, Telanpana, India

Tel: +01 80 42020 2909, Fax: +91 40 4200 2939, Emnail: mail Odrread

CIM: L85195AF 25 84PLCOI45)7
wawwdireddys.com
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Dr. Reddy's Laboratories Ltd
Formulaticn Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, {NDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Product: Ketorol Expreqa (ketorolac) Orallyﬁisimegrating Tablets 10 mg
IIpoaykt: Ketopon” Dkcripece (ketoponak) TabneTin, gucneprupyeble B nonocTH pta, 10 Mr

Batch No / : V2400980 ‘Batch Quantity / 3600000 tab /
Cepus No ‘O6bem cepru 3600000 a6
‘Analytical Report No / : 040002560978 Date of Analysis / : 15.06.2024
AnaumTHYeCKHH 01deT Ne S Jata anaausa S _
|Date of Manufacture / : 05/2024 |Date of Expiry / : 04/2026

,H,am pOU3BOJACTBA ironen i (s}

Analvsm performed accordmg ND / Anaans nposenen no HJL:
E.JIII 004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Pagedof 8/ Cip. 43 8

;io Test / [ToxazaTens i Results / Pezynstatst ! Specification / Hopma
| U}i_i_i‘ormlty of weight / | Complies / CoOTBETCTBYET i | 18/20 tablets - not more than + 10 %
OnHOPOAHOCTE MacChl ' | 2/20 tablets - not more than = 20 % / i
| 18/20 Tabnevok — He Bomee = 10%
| | 2/20 Tabnetok — He Oonee + 20 %
5 .D_isinlegration time / 01 min 19 sec /0! mur 19 cex ' Not more than 3 min / He 6onee 3 Mun
i PacnapaemocTsb
. ] = : i — _
6 Dissolution / PacTsopenue Unit-1/ Tab6n-1 08% | Not less than 75% (Q) of
i ; CysHaNO3+CqH 1 NOs (ketorolac
- 0,
E Unit-2 / Tabn-2 10%5% tromethamine) in 15 min / He meree
L © Unit-3 / Tabn-3 106% | 75% (Q)  CisHisNOsCaH NOs
) (xeTopomaka — TPOMETAMMH)  Yepes
Unit-4 / Tabn-4 101% Sien
_ Unit-5 / Tabn-5 100%
- Unit-6/ Tabn-6 103%
..... 7 Fineness of Dispersioﬁf— “ Complieswl COGTBGTCTB§6'1: A uniforhl_sus_pegs_i-{ann passing thml;lgh‘a_\
JucnepeHocTs ‘ { 710 pm sieve is formed. / Obpazyercs |
E i | oaHOpOAHAT CyCMeH3Hf, APOXQLALLAA J
CKBO3b CHTO C pa3MEpPOM OTBEPCTHH |
‘ 710 mxm. '

\ Remarks: The Product conforms to ND/
. lpumeuanne: TIpogvkT cooTseTcTBYET TpEbOBaHMam 11T

1|
|

Conclusion: API’ROVEI;/
Saxmouenne: OJOBPEHO

Prepal ed by / Checked by / Approved by: Manager/Executive /
Tloprorosneno: Rama Kant IIpoepeno: Santosh Kumar Onobpeno: Menewkep / Py kaparen,
' [ Maurya & . Manoj Kumar \

l =t
‘ Reprint Date /
| Mata: 15.06.2024

Registered Office: 8-2-337, Road No. 3, Bar: 2ra Hills, Hyderah:
+91 45 4900 2¢

Tel:

Reprint Date /
| Hara: 15.06.2024

Reprint Date /
Hara: 15.06.2024

00, Fox: =491 40 4

00 2999, Ermail: maii&direc

- 500034, T&anﬂ na, indiz

/5.20m

CIN: {85195AP1534PLCO04507

wowwdrredays.com



CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIA3A

Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

TIpoaykr: Keropon® Dxenpece (keToj
Batch No/ : V2400
Cepusn Ne

80

Batch Quantity /
O0bemM cepHH _

Analytical Report No / : 040002560978 Date of Analysis /
AnaJHTHYeCKHH oTyer N2 - ~_ 1Jara anaauia
Date of Manufacture / : 05/2024 iDate of Expiry /

Jata npou3BoACTBA {Toxen o

naK) Tab:1eTKH, LUCTIEPrHpyeMble B oocTH b . 10 mr

: 3600000 tab /
3600000 1ab
. 15.06.2024

R

: 04/2026

Analysis performed according ND / Ananu3 npoBejied o HA:

JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Not more than 0.8 % / He 6onee 0,8 %

"Not more than 1.0 % / He 6onee 1,0 %

Not more than 7.0% w/w /

|
|
_ PageS50f8/Ctp.Suz 8

|
!
!
i
|
|

Not more than 0.5 % / He 6osee 0,5 %

8 Related impurities / PoncTBennbie npumécn
“ketorolac 1-hydroxy analog / 7 Not detected / He obnapyxena
l-ruapoxcuaHator .
KeToposaKa
. ketorolac 1-keto analog/
. 1-keToaHanor KETOpOJIaKa 0.07%
im Any unidentified impurity /
| efMHW4HAzA
| HeupcHTHGUUHMpOBaHHAA Below LOQ (LOQ = 0.0097 %) /
TpUMech Huke npenena  KoAHHECTBCHHOID
onpeaenenus (IMTKO = 0.0097%)
1 . . —— N o
Total impurities / 0.1%
Cymma npumecei
9 | Water / Bona 1 23% E
! He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTouHble o;ﬁrammecwue pacTsopi&’réhu B
Isopromp-y] alcohol / 10 pg/tab /
i Hszonponanon 10 mkr B TabneTke

" Remarks: The Product conforms to ND/
[pumeuanue: TIpoayKT cooTBETCTRYET TpeboBaHuIM HI

Conclusion:

- Not more than 350 ,ug/tag i/ |
He Gosnee 350 mxr B TabneTxe

APPROVED/

]

3akmouenune: OJTOBPEHO

| Prepared by / Checked by /
. Hoaroropneno: ama kit ITpoeepeHo: Santosh Kumar
i Maurya Manoj Kumar

¥

il

Approved by: Manager/Executive / i
QOpobpeno: Menemxep / Py kovoiirean

4 i
A Lol

Reprint Date/
7:,'1;313: 15.06.2024

i Reprmt Date /
| Jlara: 15.06.2024

Reprint Date /
Jara: 1‘75.06.2024

Registered Office: 8-2-337,
Tel #9140 4500 2800, Fox: +21 20 4303 2426, Ema
CIN: LRS195AP19E4FICO04ED7

weyy drreddys.com

ML

cad Na. 3, Perera Hills, Hyderabad - 500034, Telangena, India

alicdrreddys.com



Sty & o

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDtA
Tel : +91 981€6 56001-02
www.drreddys.com

CEPTHOHUKAT AHAJTA3A

Product: Ketorol Expfess (ketorolac) Orally Disizlteg}ating Tablets 10 mg_

IIpoavkT: Keropon® Dxkenpece (keTopoiiax) TabneTku, IMCTieprupyemble B nonocts pra, 10 mr

Batch No / 1 V2400980 Batch Quantity / : 3600000 tab / |
Cepus Ne __|O6Lem cepun 3600000 Ta6 |
'Analytical Report No / : 040002560978 Date of Analysis/ : 15.06.2024

| AHaHTHYeCKHH oTyer No JlaTa ananusa - .
‘Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026 ,
lata NpOH3BOACTBA ;Feaen i () ;

|7&ﬁafysis performed according ND/ Anaaus npoeeaen no HJI:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 . |

a) Total Aerobic Microbial

Count / Ob1mee yncAo ‘
aspoBHLIX MUKPO-
OprafHu3MoB 3

b) Total Combined Yeast
and moulds count / Obuiee
¢ YKCITO APOMIKEBLIX M
' fuiecHeBbIX rpubos

11 Microbial enumeration tests / Muxpofuonoruyeckan uucrora®

NA

. ¢) Escherichia Coli

12 Uniformity of dosage units / |
: OpHOPOAHOCTH
( AO3HPOBRHMA

Assay / Konnuecreentoe
onpegeeHHe

13

Butyvlhydroxyanisole

. content ! Coaepkaune |
. OYTHATHAPOKCHAHW3012
i

14

—

NA

52

10.0 mg / 10.0Mr
(99.6 %)

©0.0915 mg/tab /
0.0915 mr B Tabnerke

- Not more than 100 CFU/g a

Page60f8/Crp. 63 8

]

He Gonee 1000 KOE/r

He 6onee 100 KOE/r

Shell be absent in 1 g_ram /
OtcyrctBye B 11

. Acceptance value {AV) not more than

15.0 / TlpuemouHoe 3Ha4eHue (AV) He

Gonee 15,0.
‘From 9.0 nvl'g to 11.0mg of
CsHi3aNO;*C4H, |NOJ (kctorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0 Mr  CisHi3NO3=CsH 1 NGO,
(xeroponaka Tpomeramus) (ot 90,0 no
110,0 % oT 3a4BAE€HHOrO KONHYECTBA) B
tabnerTke

Not less than 0.042 mg/tab /
He menee 0,042 mr B Tabnerke

i Remarks: The Product conforms to ND/
[pumeuanne: [poaykT cooTeercibyer Tpebopannsam HL

Condlusion: APPROVED /
i 3akmoyenne: OIOBPEHO

Prepared by / Checked by /
TToarororneno: Rama Kant [Ipoeepeno: Santosh Kumay
Maurya }
Reprint Date / v Reprint Date / o
I Jara: 15.06.2024 Hara: 15.06.2024

Manoj Kumar

—_

| Approved by: Manager/Executive /
Onobpeno: Menemkep / Py kowo unern

Lot
G
-

H

Reprint Date /
Harac 15,06 2024

Registered Gitice: 8-2-237, Rosd No. 3, Benjera Hills, Hyderabad - 500034, Telangzna, India
Tal, +91 40 4500 2900, Fox: +91 40 4900 2959, Email: ma

rdrreddys.com

CIM LELIB5AP1GS4PLCON, 507

woswdireddys.com



Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel /=31 BRAG6 SRA01-08

CEPTU®UKAT AHAJM3A e BB
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg |
poavkr: Keropon™ " Dxenpece (keToponak) TabneTky, AUCHEPri . iy Lt fosin - ‘
Batch No/ : V2400980 lBatch Quant:t} / : 3600000 tab / ‘
,(,epua Ne - {O0bem cepumn 3600000 Tab |
Analytical Report Vo/ : 040002560978 Date of Analvsm/ : 15.06.2024
AHAJINTHYECKHH oTueT Ne o s HdaTta apanusa - ]
‘Date of Manufacture / . 05/2024 ‘Date of Expiry/ 1 04/2026
JlaTa npoM3BOACTBA T'omen a0
TA:ITﬂ_lysis performed according ND / Anaan3 nposeaen no HJL: ' ﬂ

JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 |

Page7of 8/ 1p. ” 7H38

15 E_Packagé_/ ¥YnaxoBxa

10 tablets in a blister of | 10 tableismabhsterof(PAfALfPwath
(PAJAL/PE with { desiccantHDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information

i . foil. 2 blisters with patient | leaflet in a carton pack. / Tlo 10

1
|
\

information leaflet in a carton ' iunactox B 6aucrepe u3 (TTA/ATUTID ¢

6muctepe w3 (TTA/ATUTID ¢ (T12/AJT) donsru. [To 1 nau 2 6aucrepa
| enaromornotutenem/NI2BII) C MHCTpYKLHEHR no INpPHUMEHEHHEO B

¢onsru /1 (TI3/AJT) doneru. [To | nayky KapTOHIYIO.

2 Gnuctepa © HHCTpyKuMeH 1o

| TIPUMEHEHHIO B ma4yKy
% KapTOHHY!O.
16 | Labeling Labeling / Ma Mapkuposka ~ According to ND /B cooteTcTBHM ¢ HJL L. T
7 Storage conditions / | Below 25 °C. / Ipu Temnepa'ry_pe ne Bbiwte 25 °C. -
XpaHeHue

18 | Shelf life / Cpox roasocTn i 2 years / 2 rona

pack. / Ilo 10 taBnerox B  pnaronornoturenem/I13BII) donwru /|

Tx AL product release the quality control as per the parqmeter « Microbial enumeration tests» is performed for

each 20th batch, or for one batch in a year whichever is earlier.

* [1pu BBINYCKE JIEKAPCTBEHHOIO NPenapaTa KOHTPOIb KAYCCTBA M0 noxasatesin «Mukpobuonoruyeckan
HACTOTA» TPOBOAUTERA Ans kaxmoil 20-0H cepuy, HaN ANA 0AHOA CEPUH B I'OA, B 3aBHCHMOCTH OT TOrQ, 4TO
HACTYNHT paHblle. '

—R_emarks: The Product confolm-sité Né)ﬁ - Conc‘lus-idn: APPROVED/ B

IMpumeuanue: T1poaykT coorsetctByeT Tpebosannam HJI 3axkniwouenue: OJOBPEIO i

Prepared by / Checked by / Approved by: Manager/Executive / |

[Toxrorosneno: Rama Kant [Tporepeno: Santosh Kumar OnobpeHo: Menemxep / Pyrororein

E Maurya Manoj Kumar LI i/
" T _ B . i {: : .
| Reprint Date / | Reprint Date / Reprint Date /
| Hara: 15.06.2024 Hara: 15.06.2024 | Mara: 15.06.2024 N o
Registered Cffice: 8-2-337, Road No. 3, Zanjara Hills, Hyderzbad - 500034 Te'a wgana, India
Tel: #81 404500 2800, Fax, =21 404500 2998, imal: malOdrreddys.com

CIM: LBS195AP1GB4PLLO04507
wyvwndvredays o



;P?od{:ét Ketnrol_E;p;éss (ketorol Vac) Orally Dis‘imégrating Tablets 1_(;3];:

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulaticn Unit-6

Vifl. Khol, Nalagarh Road, Baddj,
INDIA

Distt. Sofan, H.P, 173 205,
Tel : +91 98166 56C01-02

wwuw.drreddys.com

CEPTHIINAT AHAJTH3IA

Tpoaykt: Keropo.r® Dxenpecc (keToponak) TabneTke, AMCIIEPrHPYEMBIC B TONOCTH p'ra 10 mr

‘Batch No /

Cepusn Ne

Analytical Report No /
AnanuTHyecKHH oTuer Ne

Date of Manufacture /
)_Iai 4 ILPOM3BOACTRA

: V2400980 Batch Quantity / : 3600000 tab /
o OfbeM cepHl 7}_6_{_)(}900 Tab
: 040002560978 {Date of Analysis/ : 15.06.2024
- _ | Xata ananmsa - R
: 052024 iDate of Expiry / : 04/2026

IFO,IIEH 1o

Annlvels performed according ND / Anasus npoeenes mo HJ:
(JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

! API name / Hanmenosaune ADC:

|
i INN/MHH:

i API manuiacturer batch number /

' Homep cepud npoussoguress ADC:

FP Manufacturer API Batch number /
Homep cepnn cyGeranuny npoussonutens [JIM: |

APl Manufactured by & country / |

Mpoussoautens ADC, crpana;
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Ketorolac tromethamine / Ketoponaka
___TPOMETaMMH
Ketorolac/ Keroponak

1

ABRH002637

FERA00193

) _Dr.Eddy‘s Laboratories Ltd., India /
_ Ji-p Pemunit'c JlaGoparopuc Jita., Hupus

‘Remarks: The Product conforms to ND/
[Tpumeuanne: IpoaykT cooTpeTcTyeT Tpebosanuam HJY

Conclusion: APPROVE]?
3aknrwyenne: OJJOBPEHO

Prepared by /
Moarorosneno: Rama Kant

Checked by /
[Tposepeno: Santosh Kumar

Approved by Manager/Execulive / o
Opobpeno: I\denegmep/f’\hnm eI

Maurya - Manoj Kumar SR P f
Sy aldos
“Reprint Date / Reprint Date / Reprint Date / -
Hara: 15.06.2024 Jara: 15,06.2924 lara: 15.06.2024 L
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