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
CEPTUDOHUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dkcnpece (keToponak) TabieTky, JucrieprupyeMbie B ojocTy pra, 10 mr

Batch No / : V2302400 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 tab
Analytical Report No / : 890001702644 Date of Analysis / : 25.11.2023
AHaJIHTHYECKHIH oT4eT No JlaTa anaianza

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
Jara nponsBoacTBa I'ogen o

Analysis performed according ND / Ananu3 nposenen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, namenenne Ne2 or 11.11.2022)

Page10of8/Crp. 1 u3 8

iﬂo Test / IToka3zaTesp Results / Pe3ynbTath Specification / Hopma
1 Description / Onucauue Light yellow round flat beveled | Light yellow round flat beveled tablets

tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrble, mnockue | Kpyrible, nnockue TabieTku ¢ gackoit,
TableTKH ¢ (ackoi, CBETIO- | CBETIO-XEJNTOrO LBETA C [PABUPOBKOU
XKEJITOr0 LBETAa C TPABHPOBKOM | «I» HA OOHOM CTOPOHE.
«l» Ha oxHO¥ cTOpOHE.

2 Identification / IToanuHHOCTS

Ketorolac / Kemoponak

a) Byuv/
V®-cnextpodoromeTpust

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / V®-chnekrpsl
HOTJIOILEHHUA UCTIBITYEMOrO PacTBOpa
pacTBopa  CTaHAapTHOro  obpasiua
KeTOpoJiaka TpPOMETAMHHA  HOJIXKHBI
UMETb MAKCUMYMEI NIPU QOHOW ¥ TOH Xe
JUIMHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/
IIpumeuanme: [Tpogykr cooTBeTCTBYET TpeboBaHusm HJ|

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

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

Iloarorosneno: Ankit Iposepeno: Santosh Kumar | Onobpeno: Menepkep / PykoBoautens
Maurya Abhishek Chauha;L\

Reprint Date / Reprint Date / Reprint Date /

Jara: 25.11.2023 Hara: 25.11.2023 Jara: 25.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LR5195AP1984PLC004507

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

CEPTHUPHKAT AHAJIN3A

Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpecc (keToponak) TabAeTKH, AHCIEPrHPYEMBIE B 110J10CTH pTa, 10 Mr

Batch No / 1 V2302400 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001702644 Date of Analysis / : 25.11.2023
AHajauTHYeCKHil oTueT Ne Jara anann3za

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
JdaTa npoun3BoacTBa TI'open mo

Analysis performed according ND / Anasn3 nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenne Nel ot

27.12.2021, uamenenue Ne2 or 11.11.2022)

Page2 of 8/ Crp. 2 3 8

No

Ne Test / Iloka3aTennb

Results / Pe3ynbTaTsl

Specification / Hopma

b) By HPLC/ BOXX

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 yzepKuUBaHHUA
OCHOBHOTO MHKa Ha XpOMaTorpamme
UCTIBITYEMOT0  PacTBOpa  JOJDKHO
COOTBETCTBOBATh BpeMeEHH
YOSp)KUBaHWUS OCHOBHOTO IHKAa Ha
XpoMaTorpamme pacrBopa
CTaHJapTHOIO KeTopoJiaka
TpOMETaMHHa (paznen
«KonpuecTBEHHOE ONpEeICTICHHEY).

obpasua

Remarks: The Product conforms to ND/

IIpuMenanne: IpoaykT cOOTBETCTBYET TpeboBaumaM HJJ

Conclusion: APPROVED /
3awmioncmue; OJAOBPEHO

Prepared by /
IToaroroeneno: Ankit

Checked by /
ITpoeepeno: Santosh Kumar

Maurya @

-—

Approved by: Manager/Executive /

Onobpeno: Menemkdp / PykoBonutens
Abhishek Chauhan x

Reprint Date /
Jara: 25.11.2023

Reprint Date /
Jara: 25.11.2023

Reprint Date /
Jara: 25.11.2023

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: L85195AP1984PLC004507

www.drreddys.com




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

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

Dr.Reddy’s ‘_’:‘

CERTIFICATE OF ANALYSIS
Tel : +91 98166 56001-02
CEPTUOPUKAT AHAJIM3A www.deedidys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Keropon™ Dkenpece (keToponak) TabiieTku, AMcneprupyemble B OI0CTH pra, 10 Mr

Batch No / : V2302400 Batch Quantity / : 3600000 tab /
Cepus Ne OobeM cepuu 3600000 Tab
Analytical Report No / : 890001702644 Date of Analysis / ¢ 25.11.2023
AHaJTHTHYECKHH oTueT No Jlata ananuza

Date of Manufacture / : 10/2023 Date of Expiry / : 0972025
Jara npousBoacTBa I'open no

Analysis performed according ND / Ananus nposeaen mo HJI;:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page30of8/Crp.3u3 8

No

No Test / [Toxa3zareb

Results / Pe3ynbTaThl

Specification / Hopma

3 Identification
Butylhydroxyanisole /
HoanuunocTs

Oy THIrHAPOKCHAHU3O0JT

Complies / CooTBeTCTBYET

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

section).
NHUKOB

3-0yTHArHOPOKC
XpoMaTorpaMmme

BpEMEHaM
2-0y THITHOPOKC
3-0yTHNTHAPOKC
XpoMaTorpaMmme
CTaHJapTHOTIO

("Butylhydroxyanisole
/ BpemeHa yIoep)KHBaHHs
2-0yTUNTUAPOKCHAHK30IA

pacTBOpa  JIOJDKHEI
YIAEpXXKHUBaHHUA

solution
content"

"
HaHU30J1a Ha
HCIIBITYEMOTO
COOTBETCTBOBATh
ITHKOB

%4

Ha
pacTBOpa
obpasua

HaHHU30J1a
HaHU30J1a

OYTHITHAPOKCHAHU30.]1a (pa3nen
«CopepxaHue

OYTUITHAPOKCHAHH30Ia»).

Average weight / Cpenuss
macca

69.4 mg/ 69.4 mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot167,2 Mr 10 72,8 mMr (70,0 Mr+ 4,0 %).

Conclusion: APPROVED /
Jaxumwuenue: OJOBPEHO
Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykosoaurens
Abhishek Chauhan x

Reprint Date /
Hara: 25.11.2023

Remarks: The Product conforms to ND/
[pumenanue: Ipoxykr cooTBereTByCT TpcboBanuam 11]1
Prepared by / Checked by /

Iloarororneno: % IIpoeepeno: Santosh Kumar

Maurya (
Reprint Date /

—
Hara: 25.11.2023

Reprint Date /
Hara: 25.11.2023

Registered Office: 8-2-337, Road Mo 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 4971 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP13984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOHUKAT AHAJINU3A

Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropon™ Dkenpece (ketoposiak) TabneTky, IMCIEprupyeMBbIe B IIOJIOCTH pTa, 10 mr

Batch No / : V2302400 Batch Quantity / : 3600000 tab /
Cepns Ne O0bem cepuu 3600000 Tab
Analytical Report No / : 890001702644 Date of Analysis / : 25.11.2023
AHanuTHYecKHi oTueT No JlaTa ananuza

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
Jara npou3BoJcTBA I'onen no

Analysis performed according ND / Auasu3s nposenen no HJI;
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, n3zmenenne Ne2 ot 11.11.2022)

Page4 of 8/ Crp. 4 u3 8

IJ\I%o Test / ITokazaTeib Results / Pesynsrathr Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OnHopoaHoCcTh Macchbl 2/20 tablets - not more than + 20 % /

18/20 Ttabnerox — He Gomee + 10 %
2/20 Tabnerok — He 6oree + 20 %

5 Disintegration time / 00 min 21 sec / 00 muH 21 cex Not more than 3 min / He 6onee 3 mun
Pacnapaemoctn

6 Dissolution / Pacreopenue Unit-1 / Ta6n-1 103% Not less than 75% (Q) of

i Ci5sH3NO3C4H1NO3 (ketorolac
Unit-2 / Ta6n-2 103% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 101% 75 % Q) CisH1isNO3*C4H1NO;3

. . (xeToponaka  TpOMETaMHH)  4Yepe3
Unit-4 / Tabn-4 101% 15 MuH
Unit-5 / Tabn-5 100%

Unit-6 / Ta6n-6 100%

7 Fineness of Dispersion/ Complies / CooTBeTcTBYET A uniform suspension passing through a

JucnepcHocTh 710 pm sieve is formed. / O6pasyercs
OHOPOIHAS CYCIIEH3Us, NPOXOIALIAs
CKBO3b CHTO C pa3MepoOM OTBEPCTHiA
710 MKM.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
lpumeuanwe: ITpoaykT cooTBeTCTBYET TpeboBanmsam HJI 3akmwouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Ankit-, IIposepeno: Santosh Kumar | Onobpeno: Meneaskep / PykoBoautens

' Maurya Abhishek Chauha

A ot \

Reprint Date / Reprint Date / Reprint Date /
Hara: 25.11.2023 Hata: 25.11.2023 Hara: 25.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



D R dd 9 ‘.... Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
e y S * Vill. Khol, Nalagarh Road, Baddi,

YSIS Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANAL Tel : +91 98166 56001-02

CEPTUGHUKAT AHAJIM3A  \\\y drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcmpecc (keToponak) TableTku, JUCIeprupyeMble B MONOCTH pTa, 10 Mr

Batch No / : V2302400 Batch Quantity / : 3600000 tab /
Cepus Ne OGnem cepun 3600000 Tab
Analytical Report No / : 890001702644 Date of Analysis / : 25.11.2023
AHanuTHYecknii oTyeT No JaTa anaanza

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
JaTa npon3BoacTBa T'onen no

Analysis performed according ND / Ananus nposenen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 50f8/Crp. Smu3 8

8 Related impurities / PoncTBeHHbIEe NpuMecH

ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %

l-rugpokcuananor Huxe npeaena obuapyxenus ([10 =
KeTOpoJiaKa 0.0010%)
ketorolac 1-keto analog/ 0.07 % Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHanor KeTopoaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eMHMYHAs
HeuIeHTUGULUpOBAHHAS
NpUMECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMma mpumeceit
9 Water / Bopa 2.6 % Not more than 7.0% w/w /
He 6omnee 7,0 %
10 | Residual solvents by GC/ OcTaTo4Hble OpraHu4ecKne pacTBOPUTENH
Isopropyl alcohol / 07 pg/tab / Not more than 350 pg/tab /
Hsonpomnaxon 07 mkr B TabneTke He 6onee 350 Mxr B TabneTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [pouykr coorsercreyer rpebosanusim HJJ Baxmwuenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorornexno: Anki [MposepeHo: Santosh Kumar | Onobpeno: Menemxkep / Pykosoauresns
Maurya @ Abhishek Chauhan E
_/-/ — k
Reprint Date / Reprint Date / Reprint Date /
Jara: 25.11.2023 Jara: 25.11.2023 Jara: 25.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2992, Email: mal@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTUDUKAT 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
Hpoayxr: Keropon® Dkenpecc (keroposiak) TabieTkH, AUCIEprHpyeMble B MONIOCTH pTa, 10 Mr

Batch No / : V2302400 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepun 3600000 Tab
Analytical Report No / : 890001702644 Date of Analysis / : 25.11.2023
AHaJIHTHYeCKHH oTyeT Ne Jara anaansza

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
JaTa npoH3BoacTBa T'ogen no

Analysis performed according ND / Ananus nposeaen mo HJ:

JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzamenenne Nel or

27.12.2021, n3amenenne Ne2 ot 11.11.2022)

Page 6 of 8 / C1p. 6 u3 8

11 | Microbial enumeration tests / MukpoOuoJioruyeckasi 4yucrora*

a) Total Aerobic Microbial

Not more than 1000 CFU/g /

Count / Obwiee yucno NA He 6onee 1000 KOE/r
a’pOOHBIX MHKPO-
OpraHU3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O61ee NA He 6onee 100 KOE/r
YHCJIO OPONOKEBBIX U
IUIECHEBBIX TPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBue B 1 1
12 Uniformity of dosage units / 4.8 Acceptance value (AV) not more than

OaHopoaHOCTH 15.0 / IIpuemouHoe 3HaueHUE (AV) He
JNO3NPOBAHUS 6onee 15,0.
13 | Assay/KoauyecTBeHHOE 10.0 mg/ 10.0 mMr From 90mg to 11.0mg of
(100.5 %) Ci15sH13NO3C4H1NO; (ketorolac

oripeae/ieHue

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
oo 1 1,0 Mr C15H13NO3'C4H1 1NO3
(xetoponaka TpoMetamuH) (0T 90,0 nmo
110,0 % OT 3asBJIEHHOTO KOJIUYECTRBA) B

TabJieTke

Remarks: The Product conforms to ND/
ITpumeuanue: Ilponykt coorBeTcTBYET TpebOoBanusmM HJI

Conclusion: APPROVED /
3akmarouenne: OJJOBPEHO

Prepared by /
IHonroroneno: Ankit

A

Checked by /
[MTposepeno: Santosh Kumar

Maurya @d\
—

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaurens
Abhigholc Chauhan \

Reprint Date /

Hara: 25.11.2023

Reprint Date /
Jara: 25.11.2023

Reprint Date /
Hara: 25.11.2023

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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Ketopon® Dkcnpece (keToposak) TabneTks, qucrneprupyembie B noj1octu pra, 10 mr

: 3600000 tab /

Batch No / : V2302400 Batch Quantity /

Cepusa Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001702644 Date of Analysis / : 25.11.2023
AnaauTHYecKuii oTger Ne JlaTa apainsa

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
JaTa npou3BojacTBa I'onen no

Analysis performed according ND / Ananus nposenen no HJL:

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menende Nel ot

27.12.2021, uzmenenue Ne2 or 11.11.2022)

Page 7 of 8/ Ctp. 7 u3 8

14 | Butylhydroxyanisole
content /
6y THIrHAPOKCHAHH30.1a

Coaepxanue

0.0978 mg/tab /
0.0978 mr B TabneTke

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

15 | Package/Ynakoska

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetox B
omucrepe us (TTA/AJVIID ¢
siaronornoturenem/[I19BIT)

¢onsry // (I13/AJ1) donsru. Io
2 Onucrtepa ¢ UHCTPYKIMEH IO

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information
leaflet in a carton pack. / Ilo 10
Tabnetox B 6uctepe u3 (ITIA/AJITID ¢
piaronoriorurenemM/[19BII) doabru //
(II3/AJT) donsru. IMo 1 unu 2 6nuctepa
¢ UHCTPYKLMENH IO NPUMEHEHUIO B
NayKy KapTOHHYIO.

TNPUMECHCHHIO B
KapTOHHYIO.

[avyKy

16 | Labeling / MapkupoBka

According to ND / B cootBetcTBuu ¢ HJJ

17 | Storage conditions /
XpaHeHue

Below 25 °C. / IIpu TemMnepatype He Bbliie 25 °C,

18 Shelf life / Cpox ropnocTn

2 years / 2 roga

* 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 BLIMyCKe JIEKAPCTBEHHOrO MpenapaTa KOHTPO/b Ka4ecTBa Mo NoKasaTeo «MukpoGuonoruyeckas
YHCTOTA» NPOBOAUTCS AJIst KaxaAoit 20-0if cepuu, WM /I OHOH CEPMH B roJ, B 3aBHCUMOCTH OT TOr0, YTO

HACTYIIUT paHblLe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusm HJL 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: it IMposepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykosoaurens
rK Maurya VA Abhishek Chauhak
L T \
Reprint Date / Reprint Date / Reprint Date /
Hara: 25.11.2023 JTara: 25.11.2023 Jara: 25.11.2023

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: L85195AP1984PLC0O04507

www.drreddys.com



D d d 9 ‘...' Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
i Re y S * Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOUKAT AHAJA3A oo dmcadee o

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxt: Keropon® Dkcnpecc (keToposnak) TableTKH, AUCTIIEPrHPYEMBIE B TIONOCTH pTa, 10 Mr

Batch No / : V2302400 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepun 3600000 Tab6
Analytical Report No / : 890001702644 Date of Analysis / : 25.11.2023
AHanuTHYecKHi oTdyeT No JlaTa aHagu3a

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
Jara npousBoacTBa I'onen o

Analysis performed according ND / Anann3 nposeaen nmo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page 8 of 8 / Ctp. 8 u3 8

API name / HaumeHoBanne A®C: Ketorolac tromethamine / KeToponaka
TPOMETaMUH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Howmep cepuu npousBoautens ADC: ABQH005880
FP Manufacturer API Batch number /
Howmep cepuu cyb6eTanuuu npoussoautess IJIMD: EEQAGAI6
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipounssoaurens APC, crpana: J-p Pexnu'c JlaGoparopuc JIta., nous
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: IpoaykT cooTBeTCTBYET Tpebopanusm HJT 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
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