Dr.Reddy’s Q'!'

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAIIA

www.drreddys.com

Product: Ketorol Express (ketordlac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Ketopon® Dxenpecc (keToponak) TabneTkH, AUCIIEPrHPYEMbIE B TIONOCTH pTa, 10 mr

|
-

Batch No/ : V2301420 Batch Quantity / : 3600000 tab /

|Cepns Ne_ ~ O0nem cepHH 3600000 Tab
Analytical Report No / : 890001676926 Date of Analysis / : 30.07.2023 |
ARaJHTHYECKHH 0TIeT Ne Jdara anannia o

Date of Manufacture / : Jul.2023 Date of Expiry/ : Jun.2025

Jara npoH3BoACTBA T'omen no

Analysis performed according ND / Ananus nposened mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11.11.2022/ m3menenue Nel or
27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Pagel1of 8/Crp.1u3 8

No

Test / [TokaszaTens
Ne

Results / PesynpTaTsl

Specification / Hopma

1 Da:ription / Onncanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrmsle, ILIOCKHE
Tabnetkn ¢ Qackol, CBETO-
WEJNTOTO LBETA C I'PABHPOBKON
«l» Ha 0JHOH CTOpOHE.

Light vellow round flat beveled tablets
with “[" debossed on one side. /
Kpyrnzie, muockue TabneTku ¢ gackoii,
CBETIO-KENTOTO LBETA ¢ IPaBUpPOBKOH
«l» Ha ONHOH CTOPOHE.

2| Identification / FloutHHHOCTE

| Ketorolac / K emoponax

i

a) Byuv/

V®-cnexrpodoroMeTpHs

Complies / CoOTBETCTBYET

UV spectra of the test solution and |
ketorolac  ftromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / V®-cnexrpst
TOTJIOIIEHHS HCIILITYEMOTO pacTBOpa K
pacrsopa  ¢TaHmapTHoro  obpasua
KETOpONaKa TPOMETaMWHA  JOMNCHBI
HMMETh MAKCHMYMbI IPH OJIHOM W TOH xe
JUTHHE BOJIHBL (= 2 HM),

Remarks: The Product conforms to ND/
Ipumeuanue: IIpoaykT cooTseTcTByeT Tpebosarkam HI

Conclusion: APPROVED / 1

3axmouenne: OJOBPEHO

Hara: 30.07.2023

Jara: 30.07:.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Honrorosneno: Pardeep Mposcpeno: Himesh Kumar Onobpeno: Menemiep / PyvikoBoauicn
Kumar { it 1] o Manoj Kumar o

al— ; f
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIn: L85195AP1984PLCO04507

www.drreddys.com



‘.Q. Dr. Reddy's Laboratories Ltd.
9 = ; ,

Formulation Unit-6
Dr‘ Reddy s °. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND|A

CERTIFICATE OF ANALYSIS Tel ; +91 98166 56001-02
CEPTHOUKAT AHAJIU3A www.drreddys.com

Product: Ketz)r(-)l'EfI;ress (k?torola—c) Crally Disintegrating Tablets 10 mg -
Ipoaykr: Keropon™ Sxenpecc (ketopornak) TabreTky, AMCIEPrHpYeMble B NONOCTH p"ra 10 mr

Batch No/ 1 V2301420 [Batch Quantity / : 3600000 tab /

Cepus Ne o ____ ObwpeM cepaH_ 3600000 Tab
Analytical Report No/ : 890001676926 " Date of Analysis / : 30.07.2023
AsaguTH4yecKHi oTgeT No R Jara anaausa

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025

iﬂa'ra HPOH3BOJACTRA Togen no

Analysis performed according ND / Asanus nposenen no HJ{:

JITI-004929-011119 (amend Nol from 27.12.2021, amend NeZ from 11.11.2022 / uamenenue Nel or
27.12.2021, usmenenne Ne2 ot 11.11.2022) o

L I{@g@ZofS/CTQ.Zgg_Q

Test / IlokazaTens Results / PesynsraTs! Specification / Hopma

b) By HPLC/B2XX Complies / CooTBETCTBYET | The retention time of the main peak on |
the chromatogram of test solution

should correspond to that on the

chromatogram of ketorolac

tromethamine standard solution (Assay

section). / Bpemi  yHepKHBAHMS

OCHOBHOTO IHKA Ha XPOMAaTOrpamme

HCMIBITYEMOTO  pacTBOpa  JOJDKHO

COOTBETCTBOBATE BPEMEHH

YIepXKHBaHHA OCHOBHOTO T[HKA Ha

XpoMaTorpaMme pacTBOpa

cTaHmapTHoro ofpa3ua KeToposaka

TPOMEeTaMHHa (paznen ]
«KoNHYeCTBEHHOE OIPENeNICHHEN).

Remarks: The Product conforms to ND/ Concluéion: A;PPROViL‘.ﬁ '
Ipumeuanue: [Ipoayxrr cooTsercrByeT Tpeboranuam HJ 3axmoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
HogrorosieHo: Paréeep [Mpoeeperio: Himesh Kumar | Opobpeno: Mene trep / Pykoroaure i
Kumar il ) ¢ 1 — Manoj Kumar 4

- i oY

i
| h

Reprint Date/ Reprint Date / Reprint Date /
JHara: 30.07.2023 _ Hara: 30.07.2023 Hara: 30.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCOD4507
www.drreddys.com



, ‘... Dr. Reddy's Laboratories Ltd.
- Formulation Unit-6
D r. Red dy S . Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND]A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOUKAT AHAJTHU3A www.drreddys.com

Product: Ketorol Express (ketorolac)ﬁOrally Disintegrating Tablets IOmmg~

IIpoaykr: Keroggn"" Dkenpece (KETO}JO:Ha_K) TabneTKH, AUCTIEPrUPYEMBIE B MIOJIOCTH pTa, 10 Mr .
Batch No / : V2301420 Batch Quantity / : 3600000 tab/

Cepusa Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001676926 Date of Analysis / : 30.07.2023
ApanaTHYecKui oTyeT Ne Hara anaynza o

Date of Manufacture / : Jul.2023 Date of Expiry / ¢ Jun.2025

JaTta npoussoacTrsa !FO}_‘[eH b1 {0}

';ﬁmlysis performed according ND / Ananus nposegen mo HJI: -1

JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / mamenerue Nel ot
27.12.2021, mamenenne Ne2 ot 11.11.2022)

_ Page3of8/Crp.3mus 8

1}00 Test / Tlokazatens Results / PesynpraTsr Specification / Hopma
3 Identification Complies / CooTBeTcTBYET The  retention  times of  2-
‘3 Butylhydroxyanisole / butylhydroxyanisole and 3-
HopmmHHOCTD butylhydroxyanisole peaks on the
Gy THArHAPOKCHAHH3O 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). / BpeMena yIepKHBAHMS
OHKOB  2-OYTHJITHAPOKCHAaHH30Ma W
3-6yTHIrMIPOKCHAHU30MA Ha
XpOMAaTorpamMme MCTIBITYEMOTO
pactBOpa [OOIDKHBEI COOTBETCTBOBATDL
BpeMeHaM  YJEDKHBAHHA  IIHKOB
2-GyTHNTHPOKCHAHH30Ta %4
3-0yTHITHIPOKCHAHH30A Ha
XpOMaTorpamMMe pacTBopa
| CTaRJapTHOTO obpasua
! ByTUITHIPOKCHAHM3ONA {pazmen
«Conepxanue
OYTHWITHAPOKCHAHM30NAN),
4 | Average weight/ Cpegusst | 69.3 mg / 69.3 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
mMacca Ot 67,2 mr oo 72,8 Mr (70,0 Mr+=4,0 %).
| S PSR e r————— — S
Remarks: The Product conforms to ND/ Conclusion: APPROVED / i
ITpumeuanue: [lponykt coorBeTcTBYeT Tpebosanusam HJJ 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Toproroenexo: Pardeep [Iposepeno: Himesh Kumar Onobpeno: Menemkep / Pvikosoanre T
Kumar ¢ e Manoj Kumar
Sy, | ,,.l:-»' | oV e U >
Reprint Date / Reprint Date / ! Reprint Date /
| Jlara: 30.07.2023 Jara: 30.07.2023 Hara: 30.07.2023 )

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCOD4S07
www.drreddys.com



Dr.Reddy’s Q;’.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, IND}A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) (3rally Dismtegréti'ng Tablets 10 mg
IpopykT: Ketopon® Dkenpece (xeToponak) TabneTkw, JUCIIEPTHPYEMBIE B NoJIocTH pTa, 10 Mr

1
]

Analysis performed according ND / Auanu3 nposegen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / mamenenne Nel or
[27.12.2021, usmenenne Ne2 or 11.11.2022)

Batch No / : V2301420 Batch Quantity / : 3600000 tab /
Cepusn No QO6beM cepuH 3600000 Tab
Analytical Report No / : 890001676926 Date of Analysis / : 30.07.2023
ApanaTHdeckui oryer Ne i Jara aHaauza ~

'Date of Manufacture / : Jul.2023 Date of Expiry/ : Jun.2025
Jara npou3soacrea Topen no

Page40f8/Crp.4m3 8

i.: Test / IlokazaTens Results / PesynsraTs Specification / Hopma )
Uniformity of weight / - Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OpHOPOJHOCTE MACCH [ 2/20 tablets - not more than + 20 % /

i 18/20 Ttabretox — me Gonee + 10%
| 2/20 TabueTok — He Gonee + 20 %

5 Disintegration time / 00 min 25 sec / 00 muH 25 cex Not more than 3 min / He 6onee 3 Mun
Pacmamaemocts

6 | Dissolution/Pacrsopenne | Unit-1/Tabn-1 101% | Not less than 75% (Q) of

. Ci5H13NO3+C4H 1 NO3 (ketorolac
{ Unit-2/Ta6n-2 101% tromethamine) in 15 min / He menee
Uilt-3 /7 Tu0l-3 101% | 75%  (Q)  CusllisMNOsCallyNO;
. (keroponaka  TpoMETAMHH)  uepe3
Unit-4 / Tabn-4 97% 15 Mux

Unit-5 / Tabn-5 100%

Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CoorseTcTByST A u;l_i_fonhgslﬁcr{s—icn passing through a

| JucrepcHoOCTH

710 pm sieve is formed. / O6pasyercs
ONHOPOJHAA CYCTEH3HA, MPOXOIAIIas
CKBO3b CHTO C pasMepoM OTBepCTHH
710 MxM.

Remarks: The Product conforms to ND/
ITpumeuanue: ITpogykT cooTBercTByeT Tpebosanuam HJT

(-Toriclusiou: APPROVED /
3akmrouenne: OJJOPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
| Toxrorosnero: Pardeep tIposepenp: Himesh Kumar | Opobpeno: Menemxep / Pykorogume s
Kumar { ;_ i Manoj Kumar ]
Lem. i Y N 1) o4
i Reprint Date/ Reprint Date / i Reprint Date /
Hara: 30.07.2023 Hara: 30.07.2023 | Hara: 30.07.2023 o

Registered Office: 8-2-337, Road No. 3, Banjarza Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN; L85195AP1984PLCO0D4507

www.drreddys

.com



‘.. Dr. Reddy's Laboratories Ltd.
v’ o Formuiation Unit-6

Dr.Re ddy S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHKAT AHAJIHA3A www.drreddys.com

iProﬁuct: Ketorol Express (ketorolac) Orally Disinteérating Tablets 10 mg
HpolykT: Keropon™ Bxcnpecc (keToposak) TabieTky, AUCIeprapyemsle B onocTy pra, 10 mr

‘BatchNo / : V2301420 [Batch Quantity / : 3600000 tab /

Cep¥a Ne _ o Ob6nem cepan 3600000 Tab
[Analyﬁcal Report No / : 890001676926 !Date of Analysis / : 30.07.2023

| AraJITRYecKHi oTyeT No . {JaTa ananusa .

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025

JaTa npod3BoAcTBA Togen no

Analysis performed according ND / Auanus nposener no H/I; -
JINI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nl ot
27.12.2021, mamenenne No2 or 11.11.2022) ]

Page50f8/Crp.5u3 8

8 Related impurities / FBE[ETBBHHH‘E.HI;!-IMBCH
ketorolac 1-hydroxy analog/ | Below LOD(LOD=0.0010%)/ | Not more than 0.5 % / He Gonee 0,5%

1-ruapoKCcHANANOT Huxe nipenena oGuapyxenus (I10 =
KEeTOpoJIaKa 0.0010 %)

' ketorolac 1-keto analog/ 0.02 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHAJIOT KeTOpoJaKa
Any unidentified impurity/ | 0.06 % Not more than 0.5 % / He Gonee 0,5%
eIHHHY HAs -
HeHAeHTH HIMPOBAHHAS |
npUMech |

" Total impurities / 01% | Notmore than 1.0 % / He Gonee 1,0 %
Cymma npumecei

9 | Water / Boga o o 2.7% Not more than 7.0% wiw /

He 6onee 7,0 %

10 | Residual solvents by GC/ Ocra-mquu_e-opramiqe:::cu‘e I)a(:’mopa're.rm

| Tsopropyl alcohol / 7 ugltab / | Not more than 350 pg/tab / T
‘ . Mzonpomason 7 mxr B TabneTke He 6oaee 350 mxr B TabneTke
[ Remarks: The Product conforms to ND/ ‘ - Conclusion: APPROVED / N
Ipumeuanue: Ilpoaykt coorBeTcTRYET Tpebopanusm HJ 3axmogende: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IonroTosnero: Pardeep IMpoeepero: Himesh Kumar | Onobpeno: Menemxkep / PyvkosoanTens
Kumar QI o — i , = * | Manoj Kumar y
Reprint Date / Reprint Date / Repfint Date /
Hara: 30.07.2023 | Hara: 30.07.2023 Hara: 30.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2939, Email: mail@drreddys.com
CiN: LB5195AP1984PLCO04507
www.drreddys.com



@ s
Dr.Reddy’s Q,’-‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDiA
Tel : 491 98166 56001-02

CEPTHUPHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally ﬁsintegrating Tablets 10 mg
IponyxT: Ketopon® Sxenpece (ketoposak) TabneTku, AUCIEprupyeMble B OIOCTH pra, 10 Mr

Batch No / 1 V2301420 Batch Quantity / : 3600000 tab/
Cepia Ne O6nem cepun ~.3600000Ta6
Analytical Report No / : 890001676926 Date of Analysis / : 30.07.2023
AHa)uTHYecKHH oT9eT No Jara ananusa o
Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025 ‘
JdaranpownssBoacTea T'ogen xo

Analysis performed according ND / Ananus ApPOBeJIeH 10 HI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, u3menenne Ne2 ot 11.11.2022)

Page 6 of 8/ Crp. 63 8

11 | Microbial enumeration tests / Mukpo6uonorayeckas 4ucrora*

OYTHIMHAPOKCHAHM30/1a

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuzee qucao He 6onee 1000 KOE/r
a3poOHBIX MHKPO-
OpraHH3MOoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
| and moulds count / Obuiee He 6osee 100 KOE/r
| YHCHO OPOMCKEBBIX M
TUIECHEBEIX [PUGOB
c) Escherichia Coli NA Shell be absent in 1 gram / B
OrcyrerBueB I 1
12 | Uniformity of desage units / 3.7 Acceptance value (AV) not more than
OxHopoaHOCTE 15.0 / Tlpuemounoe 3Hauenne (AV) ne
O3UPOBAHHUS i bonee 15,0.
13 | Assay/ KonuvecrseHnoe 9.7mg /9.7 Mr From 90mg to 11.0mg of
onpenesente (97.4 %) C15H;sNQ3+C4H 1 NO3 {(ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 11,0mr  CyisHjsNO3=CaH NOs
(xeroponaka Tpomeramu) (ot 90,0 nmo
110,0 % oT 3a4BNEHHOTO KOJIHYECTBA) B
Tabnerie
14 | Butylhydroxyanisole 0.0915 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0915 mr B TaGneTke He menee 0,042 mr 8B Tabnerxe

Remarks: The Product conforms to ND/
I[Tpumeuanne:; [Tpopyxt cooTeeTcTByeT Tpebosanuam HJI

Conclusion: APPROVED /
Jakmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[lonrorosneto: Pardeep Iposepeno: Himesh Kumar | Opobpeno: Menemxep / Pykosogurens
Kumar . f ==+ | Manoj Kumar ’

S, B g L4 ]
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.07.2023 Hara: 30.07.2023 Hara: 30.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC00O4507

www.drreddys.com



‘ Qe Dr. Reddy's Laboratories Ltd.

! *9 Formulation Unit-6

Dr. Reddy S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxykr: KeTOEcm"'a Oxkenpece (KeTOpoJiak) TabneTKH, TUCTICPI HPYEMbIE B NOAOCTH Pra, 10 wmr

Batch No/ 1 V2301420 Batch Quantity / : 3600000 tab /

Cepus Ne o O6bem cepun 3600000 Tab
fAnalyﬁcal Report No / : 890001676926 Date of Analysis / : 30.07.2023 ,
| AraaTHyecKui oTeT Ne Jdara apannza i |
‘Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025

JaTa nponsBocTBa Tonen xo

Anal-ysis performed according ND / Aranus nposegen mo H/I: t
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2Z from 11.11.2022/ usmenenue Nel ot}

27.12.2021, usmenenue Ne2 ot 11.11.2022) N

- _ _ - Page 70f8/Crp. 7u3 8
{715 | Package/ YnaxoBka 10 tablets in a blister of | 10 tabletsinablister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1

desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil, 2 blisters with patient & leaflet in a carton pack. / [lo 10
information leaflet in a carton | Tabnerok B Gauctepe us (ITA/AJUIIS ¢
pack. / To 10 Tabnerox B Bnaronornorurenem/[I9BII) porbra //
Gnucrepe w3 (MMA/AJUIID ¢ | (IT3/AJ]) doneru. ITo 1 wnu 2 Gmucrepa

snaronornoTrTenem/I13BIT) C HHCTPYKIHEH [0 TPHMEHEHHIO B
' donsru // (TT/ATT) donpria. [lo | mauxy xapTOHHYIO.
2 Gnucrepa ¢ MHCTPYKIHEH mno
MPUMEHEHHIO 8 navyKy
KapTOHHYIO. | ]
16 | Lél;gi]tg/ MapxurpoBka “According to ND / B COOTBETCTBHH © Hﬁm
17 | Storage conditions / Below 25 °C. / Tlpu Temnepatype He Boe 25 °C.
| XpaHeHue
'[_ 18 Shelf life / Cpmcvronimcru 2 years / 2 roza 1

* At product release the quality control as per the parameter « Microbial enumeration tests» is perfﬂrmet_l—for

each 20th batch, or for one batch in 2 year whichever is earlier.
* [Ipu BRITYCKE IEKADCTBEHHOT0 NPeNapaTa KOHTPO/Ib KA4eCTBa N0 nokasaten «Mukpobuonornyeckas
YHCTOT®» NPOBOANTCS AS KamKEOR 20-0i cepuH, HAM 417 OAHON CepUH B roj, B 3aBHCHMOCTH OT TOr0, YTO

HACTYNHT paHbIleE,

Remarks: The Product conforms to ND/ Conclusion: APPROVED / ].
TTpumeuanye: IIpogykT cooTeTcTByeT TpeboBanuam HJJ 3axmovenne: OJJOPEHO :
Prepared by / Checked by / Approved by: Manager/Executive / i
IMoarorosneno: Pardeep Tpogepeno: Himesh Kumar Onobpexo: Menemxep / Pykopoante b
Kumar R - — Manoj Kumar \ { I
s |
Reprint Date / Reprint Date / Reprint Date /
' Jlata: 30.07.2023 | Hara: 30.07.2023 Jara: 30.07.2023 J

Registered Office: 8-2-337, Road Nao. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: LB5185AP1384PLC004507
www.drreddys.com



q. ® Dr. Reddy's Laboratories Ltd.
) Ll J Farmulation Unit-6

Dr. Reddy S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +971 98166 56001-02
CEPTHOHUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express?l“(etorolac) Orally Disintegratiﬁg Tablets 10 'mg_
Hpoayxt: Ketopon” Skcnpece (keToponak) TabieTk, AHCIeprupyemsie B osoctu pra, 10 mr

Batch No / : V2301420 {Batch Quantity / : 3600000 tab /
Cepusas Ne |O6Bem cepun 3600000 Tab
| Analytical Report No / : 890001676926 ‘Date of Analysis / : 30.07.2023
AHajauTHYecKHH 0TyeT No N {laTa ananuza )

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
Hara npousBoxcTsa T'open o

Analysis perfoEn‘ed—Eccording ND / Ananus nposenex no HJT;
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or
27.12.2021, n3amenenue Ne2 ot 11,11.2022)

Page 8 of 8/Crp. 8 nz 8

API name / Hanvenosanue A®C: Ketorolac tromethamine / Ketoponaka
o _ TPOMETaMHH
| INN/MHH; o _ Ketorolac / Keroponax
API manufacturer batch number / ABQH002105, ABQH002106

Homep cepun npoussogutens ADC;

FP Manufacturer API Batch number / FEQA00275, FEQA00276
Homep cepuu cyGeranunu npoussoautensn LJID: ) _

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India /

| Ipoussoautens ADC, crpaua; H-p Pennu'c Jlaboparopuc JITn., Munus

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [IpoaykT cootsercTByet TpeboBanmaM HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toproroeneno: Pardeep TIposepeno: Himesh Kumar | Ono6peno: Menemxkep / PykoBoguTess
Kumar \{ | I == Manoj Kumar

o - L 30T

e 1 e

Reprint Date / Reprint Date / | Reprint Date / i
Hara: 30.07.2023 JHara: 30.07.2023 _{ Mara: 30.07.2023 Iu

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax; +91 40 4900 2959, Email: mall@drreddys com
CIN: L85195AP1584PLCO04507
www.drreddys.com



