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
CEPTUPUKAT AHAJIM3A W\N\/\/,drredd\/s_com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
INponykr: Ketopon® Dkenpecc (keToponak) TableTkH, AUCIepripyeMble B IIONOCTH pTa, 10 Mr

Batch No / : V2302624 Batch Quantity / : 3600000 tab /
| Cepust Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 890001711017 Date of Analysis / : 12.01.2024
AHAINTHYCCKHH 0TUeT Ne Jarta anaausa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JdaTa npon3BoacTea TI'onen xo

Analysis performed according ND / Anann3s nposeaen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot
27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page1of8/Crp.1m38

No

Test / IlokazaTenn
Ne

Results / Pe3yastathl

Specification / Hopma

1 Description / Onucanune

Light yellow round flat beveled
tablets with "[" debossed on one
side. / Kpyrele, mnockue
Tabnetku ¢ ¢ackoif, cBeTIo-
AENTOro LBeTa ¢ IPaBUPOBKOIA
«l» Ha oHO# cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnsie, nnockue TabneTky ¢ pacKkoi,
CBETJIO-KENTOTO IBETa C TPaBUPOBKOM
«l» Ha OTHOM CTOpOHE.

2 Identification / IToIHHHOCTH

Ketorolac / Kemoponak

a) ByUv/
V®-cnektpodoToMeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
MOTJIOIEHHUS MCIBITYEMOrO pacTBopa
pactBopa  CTaHZAapTHOrO  obpasia
KeTopoJiaka TPOMETaMHMHA  JOJDKHEI
UMETH MaKCUMYMBbI [TPU OJXHOM U TOM ke
JUTHHE BOJHEI (£ 2 HM).

Remarks: The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHusM HJL

Conclusion: APPROVED /
3axumouenne: OJIOBPEHO

Prepared by /
IMToarorosneno: Ankit

Checked by /
Ilpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonurens

Manoj Kumar w

Reprint Date /
Jara: 12.01.2024

Maurya Q
Reprint Date /

JlaTta: 12.01.2024

Reprint Date /
Hara: 12.01.2024

Registerau Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel +21 404900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":'

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

CEPTUPHUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dkcnpecc (ketoponak) TabaeTky, AUCeprupyeMble B MOJ0CTH pTa, 10 mr

Batch No / : V2302624 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001711017 Date of Analysis / : 12.01.2024
AHAIMTHYECKHH oT4eT No JaTta anann3a

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JaTa npoH3BoACTBA I'open no

Analysis performed according ND / Anamm3 nposeaen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmeHenue Nel ot
27.12.2021, nuzmenenne Ne2 ot 11.11.2022)

Page2 of 8 /Crp. 2 u3 8

No

No Test / Iloxka3zarennb

Results / Pe3ynbraThl

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). / BpeMms ynepxuBaHUA
OCHOBHOTO TMHKa Ha XpOMaTOrpamMe
UCOBITYEMOTO  pacTBopa  JOJIXKHO
COOTBETCTBOBATD BpEeMeEHH
YIEPXKHUBAaHUA OCHOBHOTO IIMKa Ha
XpoMarorpamme pacTBopa
CTaHHapTHOrO o0pa3na KeTopoJiaka
TpOMETaMHUHA (pazzen
«KOJHYeCTBEHHOE OTIPEeETIEHUEY).

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

ITpumeuanue: Ilponykr cootseTcTBYeT TpeboBanmsam HJL

3akmouenne: OJJOGPEHO

Prepared by /
ITonrotoeneno: Ankit

="

Checked by /
ITpoBepeno: Santosh Kumar

Maurya @é,
D>

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens
Manoj Kumar

.-’-. Lu,‘

Reprint Date /
Jlara: 12.01.2024

Reprint Date /
Hara: 12.01.2024

Reprint Date /
Jlata: 12.01.2024

Registered Qffice: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, fax: +91 40 4900 22992, Email: mail@drreddys.com
CIN: LR5195AP1984PLCO04507

wwiw.drreddys.com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |t
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bacidj,
Distt. Solan, H.P,, 173 205, IND)|4A
Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxkrt: Keropon® Dkcripecc (keToposiak) TableTKH, AUCIEPrUpyeMBIE B MOJIOCTH pra, 10 Mr

Batch No / 1 V2302624 Batch Quantity / : 3600000 tab /
Cepust Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001711017 Date of Analysis / : 12.01.2024
AHANHTHYECKHH oTyeT No JlaTa anaiau3za

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JlaTa npon3BoaCTBA T'ogen xo

Analysis performed according ND / Anann3s npoeenen no HJ:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, uzmenenne N2 ot 11.11.2022)

Page 3 of 8 / Ctp. 3 u3 8

1}00 Test / IlokaszaTens Results / Pe3ynbrathr Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanunHOCTH butylhydroxyanisole peaks on the
OyTHJITHAPOKCHAHU30JI 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 yaepX HBaHHA
OMKOB  2-OyTUNTMApPOKCHaHM3ONA U
3-6yTHATUAPOKCHAHU30Ma Ha
XpoMaTorpamMe HCTIBITYEMOTO
pacTBopa JOMKHBI COOTBETCTBOBATH
BpeMeHaM yAepHHUBAHUA TTUKOB
2-6yTUNTUAPOKCUAHU30TIA u
3-6yTUNruApOKCUaHU30Ia Ha
XpoMaTorpaMme pacteopa
CTaHAapTHOTO obpasua
Oy THITHAPOKCHAHH30JIa (paznen
«CopnepxaHue

OYTUNTANPOKCHAHU30JIAY).

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./

4 Average weight / Cpeauss
macca

68.6 mg / 68.6 Mr

Remarks: The Product conforms

IIpumeyanne: IIpoaykT cooTBeTcTBYET TpeboBanuam HJT

to ND/

Conclusion: APPROVED /
3axaouyenne: OJOBPEHO

Prepared by /
IToxgroroeneHo: Ankit

Checked by /
IIposepeno: Santosh Kumar

Maurya %,_—'

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoauTenb

Manoj Kumar

s/

Reprint Date /
Jara: 12.01.2024

Reprint Date /
Hata: 12.01.2024

Reprint Date /
Jara: 12.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2600, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AF1984PLC0O04507

www.drreddys.com

Ot 67,2 Mr o 72,8 mMr (70,0 Mr £ 4,0 %).




Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badidj,

Distt. Solan, H.P., 173 205, IMDIA

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxenpecc (ketoponak) TabeTkH, AMCIEprupyeMble B [OJIOCTH pra, 10 Mr

Batch No / : V2302624 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001711017 Date of Analysis / : 12.01.2024
Ananutuyeckuii oTyer No JlaTa anajn3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jara npou3BojacTBa I'open no

Analysis performed according ND / Ananu3s nposeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenune Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page4 of 8/ Ctp. 4 u3 8

1}? Test / Iloka3aTenan Results / Pe3ynbpTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OxHOPOAHOCTE MaCChI 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He Oomee + 10 %
2/20 Tabnetok — He 6omnee + 20 %
5 Disintegration time / 00 min 34 sec / 00 MuH 34 cek Not more than 3 min / He 6onee 3 Mun
PacnagaemocTb
6 Dissolution / PacTBopenne Unit-1 / Ta6n-1 97% Not less than 75% (Q) of
. CisH13NO3°C4H| 1 NO3 (ketorolac
Unit-2/ Tabar-2 97% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 97% 75 % Q) CisH13NO3*C4H 1NO3
) (keToponaka  TpPOMETaMHH)  4epe3
Unit-4 / Ta6bn-4 99% 15 Mun
Unit-5 / Tabn-5 98%
Unit-6 / Tabn-6 98%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / O6pasyercs
OJTHOPOJIHAsl CYCIIEH3HUs, MPOXOIsIIas
CKBO3b CHTO C pa3MEpOM OTBEpPCTHI
710 MKM.

Remarks: The Product conforms

ITpumeuanue: IlpoayxT coorsercTByeT Tpebopanmam HJL

to ND/

Conclusion: APPROVED /
3akaoyenne: OJOBPEHO

Prepared by /
INoaroroeneno: Ankit

Checked by /
Iporepeno: Santosh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoautesis
Manoj Kumar

el

Reprint Date /
Jlata: 12.01.2024

Maurya &’
Reprint Date /

Jara: 12.01.2024

Reprint Date /
Jara: 12.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2599, Email: mail@drreddys.com

CIN: L85195AFP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Lt
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, 1M DIA
Tel : +91 98166 556001-02

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcnpece (keToponak) TabieTky, AucneprupyeMsle B OJIOCTH pTa, 10 Mr

Batch No / : V2302624 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepun 3600000 Tab
Analytical Report No / : 890001711017 Date of Analysis / : 12.01.2024
AHanuTHYeCKHI oT4eT No Jata anain3a

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jara nponsBoacTea I'open no

Analysis performed according ND / Ananns nposeaen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenne Nel ot

27.12.2021, n3amenenne Ne2 ot 11.11.2022)

Page5S of 8/ Ctp. Su3 8

8 Related impurities / PoacTBenHble npumecu
ketorolac 1-hydroxy analog / Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
1-rugpokcuaHaior Huxe npenena oouapyxenus (I10 =
KETOpoJlaKa 0.0010%)
ketorolac 1-keto analog/ 0.09 % Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHanor KeTopoaka
Any unidentified impurity / 0.01 % Not more than 0.5 % / He 6onee 0,5 %
eNMHUYHAA
HenaeHTUULMpPOBaHHAS
MPUMECH
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CyMmMa npumeceit
9 Water / Boga 2.6 % Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTouyHble OpraHn4ecKHe pacTBOPUTEIH

Isopropyl alcohol /
U3zonponaHon

7 pg/tab /
7 MKT B TabJIeTKe

Not more than 350 pg/tab /
He 6onee 350 Mkr B TabaeTke

Remarks: The Product conforms to ND/
Ilpumeuanue: IIponykT cootBeTcTBYET TpeboBanusM HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Ankit

Checked by /
IIpoBepeno: Santosh Kumar

Maurya C;lg’/;

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykosoauTelis

Manoj Kumar p

Reprint Date /
[Jara: 12.01.2024

Reprint Date /
Jara: 12.01.2024

Reprint Date /
Jara: 12.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85185AP1934PLCO04507

www.drreddys.com




Dr.Reddy’s ‘,‘:‘

Dr. Reddy's Laboratories ttd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Disit. Solan, H.P., 173 205, INDIA

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dkcnpece (keToponak) TabieTKH, AUcTieprupyeMsle B IOJIOCTH pTa, 10 Mr

Batch No / : V2302624 Batch Quantity / : 3600000 tab /
Cepusi Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001711017 Date of Analysis / : 12.01.2024
Ananutudeckuii otuer Ne JaTa aHajm3a

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jara npousBojacTBa I'onen no

Analysis performed according ND / Anann3s nposeaen nmo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page 6 of 8 / Crp. 6 u3 8

11 | Microbial enumeration tests / Mukpo6uosoruyeckast Y4McTora*

a) Total Aerobic Microbial
Count / O6uiee yucno
a3pO0HBIX MUKpPO-
OpraHu3MoB

Less than 10 CFU/g /
Mesnee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast
and moulds count / O61uee
YUCIIO JPOMOKEBBIX U
IUIECHEBBIX IPUOOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OtcytcTByeTB 1T

Shell be absent in 1 gram /
OtcytctBHe B 1 T

12 Uniformity of dosage units / 39 Acceptance value (AV) not more than
OaHopoaHoOCTH 15.0 / [IpuemouHoe 3HaYeHUe (AV) He
A03UPOBAHUS 6oxee 15,0.

13 Assay / KonnuecTBeHHOE 9.9 mg/9.9 mMr From 90mg to 11.0mg of
onpenesieHHe (98.9 %) Ci1sH13NO3CsH 1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
go 11,0mr Ci;sHisNO3*C4H; 1NOs
(xetoponaka tpomeramuH) (ot 90,0 no
110,0 % oT 3asBIIEHHOTO KOJIU4ECTBA) B
TabneTke

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

ITpumeuanue: IIpoaykT coorBeTcTBYeT Tpeboanuam HJI 3akmouenne: OJJOGPEHO

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

[Toarorornexo: Anklﬁ Iposepeno: Santosh Kumar | Ono6peso: Menemxkep / PykoBogurens
Maurya @_’ Manoj Kumar ’z 0

Reprint Date / Reprint Date / Reprint Date /

Jlata: 12.01.2024 JlaTa: 12.01.2024 Jlata: 12.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +Q1 40 4€00 2500, Fax: +91 40 4900 2992, Email: mait@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboratories Lic

@ :
) @ Formulation Unit-6
DI’. Reddy S q.. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.F, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02
CEPTHOUKAT AHAJIM3A www.direddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcnpece (ketoponak) TabJieTku, AUCIIEPrHPYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2302624 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 tab
Analytical Report No / : 890001711017 Date of Analysis / : 12.01.2024
AnaJuTHYeCKHH oTUyeT Ne Jara ananansza

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JaTa npousBoacTBa T'onen no

Analysis performed according ND / Anasus npoeenen mo H/:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel or

27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page 7 of 8/ C1p. 7u3 8
14 | Butylhydroxyanisole 0.0934 mg/tab / Not less than 0.042 mg/tab /
content / ConepxaHue 0.0934 mr B TabneTke He menee 0,042 mr B Tabnerke
Oy THIATHAPOKCHAHH30/12
15 | Package/ YnakoBka 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. / Ilo 10
information leaflet in a carton | Tab6nerok B Oamcrepe u3 (ITA/AJI/TID ¢
pack. / Ilo 10 Tabneroxk B | Bnaromornoturenem/[I3BII) doneru //
omucrepe u3z ([HA/AJVIIS ¢ | (TIS/AJT) doneru. To 1 unu 2 Giucrepa
BiaromnorioturenaeM/I12BIT) C UHCTpYKLUMEH II0 NpUMEHEHHIO B
¢onsru // (II3/AJT) dponsru. ITo | mayky KAPTOHHYIO.
2 Gnucrepa ¢ MHCTPYKLHMEH IO
HMPUMEHEHHUIO B MayKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBetcTBUH ¢ H/|
17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Boliue 25 °C.
XpaHeHHUe
18 | Shelf life / Cpok rognoctu 2 years /2 rona

* 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.

* JIpu BhINycKe JIeKapCTBEHHOI0 NpenapaTa KOHTPOJIb KayecTBa 1o noka3zareiio «KMUKpoOouoaorudeckasi
YHUCTOTa» NPOBOAUTCS ANA Kaxaoii 20-0if cepum, UM 1JIsl OXHOMN CEPHM B rOJl, B 3aBUCUMOCTHU OT TOI'0, YTO

HACTYNHT paHbllle.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IlpoaykT cooTBeTcTBYET TpebOBaHMIM HJT 3axmoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Moarorosneno: Ankit g Ilpoeepeno: Santosh Kumar | Onobpeno: Menemxkep / PykoBoauTens

Maurya 03— Manoj Kumar \ g i j

Reprint Date / Reprint Date / Reprint Date /
Jara: 12.01.2024 Hara: 12.01.2024 Jara: 12.01.2024
Registerad Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel #8140 4900 2200, Fax: +91 40 4900 2599, Email: mail@drreddys.com
CIN: L851954P1981PLCO04507
www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Dr. Reddy's Laboratories Lid!
rormulation Unit-6

Vill. Khol, Nalagarh Road, Bacldi,
Distt. Solan, H.P.,, 173 205, ifdDIA
Tel : +91 98166 56001-02
vrwwLdrreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keToponak) TabneTku, AMCIeprupyeMble B MOJIOCTH pTa, 10 mMr

Batch No / : V2302624 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepuu 3600000 Tab
Analytical Report No / : 890001711017 Date of Analysis / : 12.01.2024
AHaauTHYeCKHH oTUeT Ne JarTa ananusa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jara npousBoacTsa I'ogen mo

Analysis performed according ND / Anann3s nposeaen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzamenenne Nel ot

27.12.2021, usmenenue Ne2 or 11.11.2022)

Page 8 of 8/ Ctp. 8 u3 8

API name / HaumeHnosanne A®C:

Ketorolac tromethamine / Ketoponaka

TPOMETAMHH
INN / MHH: Ketorolac / Ketoposak
API manufacturer batch number /
Howmep cepun npoussoautenss ADC: ABQH006486
w annfantizrar T 4l [, R
FP Manufacturer API Batch number / FEQA00574

Homep cepumn cyocranuuu npoussogutens LJID:

API Manufactured by & country /
IIpoussoautennr ADC, cTpaHa:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlaboparopuc Jlta., Manus

Remarks: The Product conforms to ND/

Ilpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHmsaM HJL

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by /

IToarororneno: Ankit

/

Maurya

ITposepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautens

@/' Manoj Kumar . -2@ g]

Reprint Date /
Hara: 12.01.2024

Reprint Date /

Jara: 12.01.2024

Reprint Date /
Jlata: 12.01.2024
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