Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpece (keToponak) TabNeTKH, IUCTIEPrUpYeMBbIe B MOJIOCTH pTa, 10 Mr

Batch No / : V2302622 Batch Quantity / : 3600000 tab /
Cepus Ne O6pem cepun 3600000 tab
Analytical Report No / : 890001710362 Date of Analysis / : 09.01.2024
AHasmuTHYecKHH oTUeT Ne JlaTa anajaunsa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JaTta npoH3BoOACTBA T'open no

Analysis performed according ND / Ananu3 nposegen mo H/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel or

27.12.2021, u3amenenue Ne2 ot 11.11.2022)

Page10f8/Crp. 1138

Vd-cnextpodoTomMeTpus

if Test / Iloxa3zaTenb Results / Pe3ynbrathl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "[" debossed on one | with "|" debossed on one side. /
side. / Kpyrnele, mnockue | Kpyrisle, miockue Tabnetku ¢ $packoi,
TabneTku ¢ (hackoif, CBETJIO- | CBETIO-XKENTOro LBETa C IPaBHPOBKOI
XKEJITOr0 L(BETa C IPaBUPOBKON | «I» Ha OHOI CTOPOHE.
«I» Ha OTHO CTOpPOHE.
2 Identification / [ToutHHHOCTH
Ketorolac / Kemoponak
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnekTpsl
MOTJIOUIEHHs HUCTIBITYEMOrO pacTBopa U
pacTBopa  cTaHmapTHOro  obpasua
KETOpOJiaka TPOMETaMHHA  JIODKHBI
MMETh MaKCUMYMEI IIPH OJHOM U TOI xe
JUTHHE BOJHEBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: IIponykT cootBeTcTBYET TpeboBanusm HJ|

Conclusion: APPROVED /
3aknoyenue: OJIOGPEHO

Prepared by /
TToaroroeneno: Ankit

Checked by /
[Iposepeno: Santosh Kumar

Maurya Gﬁ\
—

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykooaurens

Manoj Kumar

o)

Reprint Date /
Jata: 09.01.2024

Reprint Date /
Jara: 09.01.2024

Reprint Date /
JHara: 09.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 440 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85135AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Okcnpecc (keToposak) TabneTku, JUcneprupyemsle B 0JI0CTH pTa, 10 mr

Batch No / 1 V2302622 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001710362 Date of Analysis / : 09.01.2024
AHaJUTHYECKHI oTUeT No JlaTa ananu3a

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jara nponssoacTea T'onen po

Analysis performed according ND / Ananus nposenen mo HJ/L:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot
27.12.2021, nzmenenue Ne2 ot 11.11.2022)

Page 2 of 8 /Ctp. 2 u3 8

No

Test / IToka3arTennb
Ne

Results / Pe3ynpraThl

Specification / Hopma

b) By HPLC/B32XX

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). / Bpemsa ynepxusaHus
OCHOBHOTO MHKa Ha XpoMaTorpaMme
UCOBITYEMOr0  pactTBopa  AOJDKHO
COOTBETCTBOBATh BpEMEHH
yIOEpP)XHMBaHMS OCHOBHOTO IHKa Ha
XpoMarorpamme pacTBoOpa
CTaHAAPTHOTO KeTOpoJ1aKa
TpOMETaMHUHA (pazmen
«KonuuecTBeHHOE ONPEIEICHUEY).

obpasua

Remarks: The Product conforms to ND/

Ilpumedanne: Ilponykt coorBeTcTBYET TpeboBaHusM HJI

Conclusion: APPROVED /
3axaouenue: OJIOBPEHO

Prepared by /
ITonrorosneHo: Ankit

Checked by /
IIporepeno: Santosh Kumar

Maurya \Ez\
e

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoauresns

Manoj Kumar - /]

Reprint Date /
Hara: 09.01.2024

Reprint Date /
Jara: 09.01.2024

Reprint Date /
JlaTta: 09.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +©1 40 4900 2800, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon® Okenpece (keToponak) TabneTku, JUCTIEprupyeMble B MOJIOCTH pTa, 10 Mr

Batch No / 1 V2302622 Batch Quantity / : 3600000 tab /
Cepus Ne O0neM cepun 3600000 Tab
Analytical Report No / : 890001710362 Date of Analysis / : 09.01.2024
AHAIHTHYECKHH 0TYeT No JlaTa ananu3a

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JlaTa npoH3BOACTBA T'ogen no

Analysis performed according ND / Ananu3 nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page 3 of 8 /Crp. 3 u3 8

l;:) Test / IlokazaTennb Results / PesynbraTel Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MoanunnOCTD butylhydroxyanisole peaks on the
6y THJArHAPOKCHAHU30J1 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). / BpemeHa yAepXHBaHUA
MKOB  2-OyTHNTHOPOKCHAHHU30JIA U
3-0yTHIrHAPOKCHAHU30TIA Ha
XpoMmarorpamme HCIIBITYEMOTO
pactBopa MHOJDKHBI COOTBETCTBOBAThH
BpeMeHaM yIOEPXKUBAHUA [IHKOB
2-6yTUNTUAPOKCHAHU30]1a U
3-Qy THTITHIPOKCHAHWIONA HA
XpoMaTorpaMMe pacTBopa
CTaHAAPTHOTO obpa3zia
Oy THITUAPOKCHAHU30JIA (pa3men
«ConepxaHue
OYTUNTHUAPOKCHAHN30JIA).
4 Average weight / Cpegnss 69.0 mg / 69.0 Mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %)./
mMacca Ot 67,2 Mr go 72,8 Mr (70,0 Mr £4,0 %).

Remarks: The Product conforms

ITpumeyanmne: IlpoaykT cooTBeTCTBYET Tpeboranusm HJI

to ND/

Conclusion: APPROVED /
3axkmouenne: ONOBPEHO

Prepared by /
IMoarorosneno: Ankit

i

Checked by /
Ilpoeepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /

Ono6peno: Menemxkep / PykoBoauresns

Manoj Kumar
L

t"“’h 4

Reprint Date /
Jata: 09.01.2024

Reprint Date /
Jara: 09.01.2024

Reprint Date /
Hara: 09.01.2024

Ragistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 -10 49C0 2900, Fax: +91 40 4800 2999, Emai!: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: 491 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToposak) TablieTku, JUcneprupyemble B MOJOCTH pta, 10 Mr

Batch No / : V2302622 Batch Quantity / : 3600000 tab /
Cepusa Ne O6neM cepun 3600000 Tab
Analytical Report No / : 890001710362 Date of Analysis / : 09.01.2024
AnaguTHyecKHi oTrgeT Ne JlaTa anaau3a

Date of Manufacture / : 12/2023 Date of Expiry / ¢ 1172025
Jara npoussoacTea I'onen xo

Analysis performed according ND / Anann3 nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenne Nel ot

27.12.2021, m3amenenne Ne2 ot 11.11.2022)

Ilpumeuanne: Ilponykt cooTeeTcTBYET TpeboBanuam HJL

Page 4 of 8/ Ctp. 4 u3 8
i.oo Test / IlokasaTens Results / Pesynbrathl Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than £ 10 %
OaHopogHOCTb Macehl 2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He Gonee + 10 %
2/20 Tabnetok — He Gonee + 20 %
5 Disintegration time / 00 min 21 sec / 00 mun 21 cex Not more than 3 min / He 6onee 3 MuH
Pacnapaemocthb
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 1 101% Not less than 75% (Q) of
. C15H13NO3*C4H 1NO3 (ketorolac
Unit-2 / Tabn-2 98% tromethamine) in 15 min / He MeHee
Unit-3 / Taén-3 98% 75% (Q)  CisHisNO3*CsHi1NO;3
i . (keToposlaka ~ TpOMETaMHH)  4depes
Unit-4 / Tabn-4 100% 15 MuH
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHocThb 710 pm sieve is formed. / O6pasyercs
OJHOpPOIHAs CYCHEH3Hs, MpPOXOIas
CKBO3b CHUTO C pa3MepoM OTBEpCTHIl
710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

3axmouenne: OJJOPEHO

Prepared by /
IMToarotosneno: Ankit

/

Checked by /
IIporepeno: Santosh Kumar

Maurya \_‘g %

/

Approved by: Manager/Executive /

Onobpeno: Meunemkep / PykoBoaurens

Manoj Kumar

e

Reprint Date /
Jata: 09.01.2024

Reprint Date /
Jara: 09.01.2024

Reprint Date /
Jlara: 09.01.2024

Registared Oftice: 8-2-337, Road No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, India
Tel: 191 50 49C0 2960, Fax: +51 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponykr: Keropoa® Dkcnpecc (keToposak) TablaeTky, JUCeprupyeMsle B OJIOCTH pTa, 10 Mr

Batch No / : V2302622 Batch Quantity / : 3600000 tab /
Cepusi Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001710362 Date of Analysis / : 09.01.2024
AHAJIUMTHYECKHH oTyeT No JlaTa aganu3a

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jara nponsBoacTea T'ogen no

Analysis performed according ND / Anann3 nposegen no H/:

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3smenenne Nel or

27.12.2021, uzmenenne Ne2 or 11.11.2022)

PageSof8/Crp.5u3 8

8 Related impurities / PoacTBeHHble npuMecu

ketorolac 1-hydroxy analog /
1-ruapokcuaHanor

Below LOD (LOD = 0.0010 %) /
Huxe npenena o6Hapyxenus ([10 =

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

KeTopoJiaka 0.0010%)
ketorolac 1-keto analog/ 0.05 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaNIoOr KeTOpoJaKa
Any unidentified impurity / 0.01 % Not more than 0.5 % / He 6onee 0,5 %
eTMHHY Hasl
HeugeHTH()ULMPOBAHHAS
pUMeCh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMmma npumecei

9 Water / Bona 24 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ Octarounbie opraHH4ecKue pacTBOPUTETH

Isopropyl alcohol /
H3omnponaxon

7 pg/tab /
7 MKT B TabJIeTKe

Not more than 350 pg/tab /
He 6onee 350 MKr B TabneTKe

Remarks: The Product conforms to ND/

ITpumeyanue: IIpoaykT cooTBeTcTBYET Tpebosanuam HJI

Conclusion: APPROVED /
3akawuenne: O/IOBPEHO

Prepared by /

INoaroroeneno: Ankit ﬂ/

Checked by /
IlpoBepeno: Santosh Kumar
Maurya 4

L

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogurens
Manoj Kumar o

Reprint Date /
JHara: 09.01.2024

Reprint Date /
JHara: 09.01.2024

Reprint Date /
Hara: 09.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal =91 -0 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AF1984PLC004507

www.drreddys.com




Dr.Reddy’s “:‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keToposak) TabaeTKH, AUCIIeprupyeMble B OIOCTH pTa, 10 Mr

Batch No / 1 V2302622 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 tab
Analytical Report No / : 890001710362 Date of Analysis / : 09.01.2024
AHAAHTHYECKHI oTUeT No JlaTa anaaun3a

Date of Manufacture / : 12/2023 Date of Expiry / ¢ 11/2025
Jara npon3Boacraa I'onen o

Analysis performed according ND / Ananu3s nposeaen no HJI:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenune Nel ot
27.12.2021, nzmenenue Ne2 ot 11.11.2022)

Page 6 of 8/ Ctp. 6 3 8
11 | Microbial enumeration tests / Mukpo6uonorndeckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61ee 4ucio He 6onee 1000 KOE/r
a’poOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61uee He 6onee 100 KOE/r
YHCIIO JPOXIKEBBIX U
IUIECHeBBIX IPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTtcTBUE B 1 T
12 | Uniformity of dosage units / 4.7 Acceptance value (AV) not more than
OnHopoaAHOCTL 15.0 / IlpuemoyHoe 3Ha4eHue (AV) He
AO3UPOBAHUS 6onee 15,0.
13 Assay / KosinuecTBeHHOe 9.9 mg/9.9mr From 90mg to 11.0mg of
onpeaesieHHe (98.8 %) C1sHisNO3*C4H [ 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
oo 1 1,0 Mr C15H13NO3‘C4H11NO3
(xetoposaka TpomeramuH) (ot 90,0 mo
110,0 % OT 3asBNEHHOr0 KOJIUYECTBa) B
TabneTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

IIpumeuanue: [IpoaykT coorBeTcTBYeT TpeboraHusM HJ[

3akawuenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INonrorosneno: Ankit [Iporepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosoaurens
Maurya A Manoj Kumar - (’
o Drofatiel
Reprint Date / Reprint Date / Reprint Date /
JHara: 09.01.2024 Hara: 09.01.2024 Jlata: 09.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85135AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Keropon® Dkcnpecc (keToposak) TabieTkH, AHCIIEPrupyeMble B MOJNIOCTH pra, 10 Mr

Batch No / 1 V2302622 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepunu 3600000 Tab
Analytical Report No / : 890001710362 Date of Analysis / : 09.01.2024
AHanuTuyecKHii oTyer Ne JlaTa anHau3a

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JaTta mponsBoacTBa I'onen po

Analysis performed according ND / Ananns nposeaen mo HJ/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, uzmenenue Ne2 or 11.11.2022)

Page 70f8/Crp. 7n3 8

14 | Butylhydroxyanisole 0.0949mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0949 mr B TabneTke He menee 0,042 mr B TabneTke
Gy THIArHAPOKCHAHH30/1a
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1

or 2 blisters with patient information
leaflet in a carton pack. / Ilo 10
Tabnerok B 6nucrepe u3z ([TA/AJI/IID ¢
siaronornorurenem/II13BII) ¢onsru /
(XI3/AJT) dponeru. Io 1 wiu 2 6nuctepa
C HHCTPYKUMEW MO TPUMEHEHHIO B
aykKy KapTOHHYIO.

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetox B
6mucrepe u3z ([TA/AJI/IID ¢
Biaronoriorutenem/I15BIT)
¢onsru // (II3/AJ]) donsru. Ilo
2 6nuctepa ¢ MHCTPYKLMEHN 110
NPUMEHEHUIO B navyKy
KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBeTcTBUH ¢ HJ

17 Storage conditions /
XpaHenue

Below 25 °C. / Ilpu Temnieparype He Boiuie 25 °C,

18 Shelf life / Cpok roaHocTu

2 years /2 roja

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

each 20th batch, or for one batch in a year whichever is earlier.
* [Ipu BBINMYCKe JIEKaPCTBEHHOI0 Npenapara KOHTPOJIb Ka4ecTBa Mo NoKa3aTeiio « MuKpoOHoornyecKkast

YUCTOTA)» MPOBOAUTCA AJIsA Kaxaoi 20-oii CEpHUH, WIIH AJIA OAHOM CEpUH B roa, B 3aBUCUMOCTH OT TOI'0, UTO

HACTYIIMT PaHbILLIE,

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

ITpumeuanue: IlpogykT cooTBeTcTBYET TpeboBanusiM HJL 3axawuenne: OJOBPEHO

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

[Toarorosneno: Ankit [Mposepeno: Santosh Kumar | Onobpeno: Menemxkep / PykoBogurens
Maurya v Manoj Kumar W

v a e D
Reprint Date / Reprint Date / Reprint Date /
Hara: 09.01.2024 Hata: 09.01.2024 JHara: 09.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +81 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

Do
Dr. Reddy’s ‘... 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
Ipoaykr: Ketopon® Dkcupecc (keToposiak) TableTkH, AUCIIePrHpYeMble B II0JIOCTH pTa, 10 mr

Batch No / : V2302622 Batch Quantity / : 3600000 tab /
Cepust Ne O0bem cepHH 3600000 Tab
Analytical Report No / : 890001710362 Date of Analysis / : 09.01.2024
AHanuTnyeckui oTyeT No Jlara ananuza

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jata npousBoacTea TI'onen o

Analysis performed according ND / Ananu3s nposeaen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenne Nel ot

27.12.2021, namenenne No2 or 11.11.2022)

Page 8 of 8/ Ctp. 8 u3 8

API name / HaumenoBanne A®C: Ketorolac tromethamine / Ketoponaka
TPOMETaMHH
INN / MHH: Ketorolac / Ketoposak
API manufacturer batch number /
Howmep cepuu npoussoautenst AQC: ABQH006486
FP Manufacturer API Batch number /
Howmep cepnu cy6craniuu npouspoaurens I'JID: FEQA00574
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipouspoautens ADC, crpana: J-p Pepnu'c Jla6opatopuc JItn., Manus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: IlpoxykT cooTBeTcTBYeT TpeboBanusam HJI 3akawuenne: OJIOBPEHO
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