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
Tel : +91 98166 56001-02

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon® Dkcnpecc (keToponak) TabIeTKy, AUCTIeprUpyeMble B 1I010CTH pra, 10 Mr

Batch No / : V2301975 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepun 3600000 Tab
Analytical Report No / : 890001693631 Date of Analysis / : 12.10.2023
AHAIMTHYECKHI oTyeT Ne Jarta ananu3a

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
JlaTa npou3BoacTBa T'oaen no

Analysis performed according ND / Anann3s nposenen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, namenenne Ne2 ot 11.11.2022)

Y®-cniekrpohoTOMETPUA

Page1of 8/Ctp. 1138
1;.00 Test / IlokazaTenb Results / Pe3ynpTatsl Specification / Hopma
1 Description / Onucanme Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpymsie, miockue | Kpyrisle, Iiockne TabneTky ¢ hackoi,
TabneTku ¢ (ackol, CBETNO- | CBEMIO-XEJNTOTO LBETA C TPABUPOBKOM
JKEJITOr0 IBeTa C IpaBUPOBKOH | «I» Ha OIHOM CTOpPOHE.
«l» Ha OXHOW CTOPOHE.
2 Identification / ITomIMHHOCTD
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®-cnekrpsl
[IOTJIOLIEHHS UCIBITYEMOrO pactTBopa U
pacTBOpa  CTaHmapTHOro  obpasua
KETOpoNaKka TpPOMeTaMUHA  JOJIKHBI
MMETh MaKCUMYMBI TP OIHOM M TOH ke
JUTHHE BOJHEL (£ 2 HM).

Remarks: The Product conforms to ND/

IMpumeuanue: IIpoaykt cooTBeTcTBYeT TpeboBanuaM HJI

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IMoaroroenedo: Santosh

Checked by /
IpoeepeHo: Pardeep Kumar
7

Approved by: Manager/Executive /

Onobpeno: Menemiep / PykoBoautens
’ é £ ishek hz
Kumar Maurya 'Eﬁ;{:_ -t Abhishek Chau 1?:\ .
Reprint Date / Reprint Date / Reprint Date / S\

Jara: 26.10.2023

Jlara: 26.10.2023

JlaTta: 26.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 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, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keTopoiak) TabJeTk, AUCneprupyemsle B 010cTH pra, 10 mr

Batch No / : V2301975 Batch Quantity / : 3600000 tab /
Cepns Ne O6BbeM cepuHn 3600000 Tab
Analytical Report No / : 890001693631 Date of Analysis / : 12.10.2023
AHanuTHYeCKHH 0TUeT Ne JlaTa anann3za

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
JlaTa mpoH3BOJACTBA T'open oo

Analysis performed according ND / Anann3 nposenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usamenenne Nel or

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page2 of 8/ Ctp. 2 u3 §

No

Test / ITokazaTeb
Ne

Results / Pe3ynpTaThl

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 yZ#epXuBaHHA
OCHOBHOI0 MMHKa Ha XpoMaTorpamme
UCTILITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpEeMeHH
yIOepKUBaHUA OCHOBHOrO IIMKa Ha
XpoMaTorpamme pacTBopa
cTaHmapTHOro obpasla KeTopoJiaka
TpOMeTaMHHa (pazmen

«KonuuecTBEHHOE OnpenesieHHE).

Remarks: The Product conforms to ND/

ITpumeuanue: [Tponykt cootBeTcTBYeT TpeboBanusm HJI

Conclusion: APPROVED /
3axmouenune: OJOBPEHO

Jara: 26.10.2023

Jlata: 26.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Santosh ITposepeno: Pardeep Kumar | Opobpeno: Mejemxkep / PykoBoauTteis
Kumar Maurya (X'\,; iJ Abhishek Chauk \

Reprint Date / Reprint Date / Reprint Date / ]

Jara: 26.10.2023

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: L85135AP1984PLC0O04507

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
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropon® Dkcnpecc (keroposak) TabieTky, AUCIIEprHpyeMBble B MONOCTH pTa, 10 Mr

Batch No / : V2301975 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001693631 Date of Analysis / : 12.10.2023
AHanuTHYECKHH oTueT Ne JlaTa ananu3za

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
JaTta npousBoacTrea Topen no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenne Nel ot

27.12.2021, uamenenue Ne2 ot 11.11.2022)

Page3 of 8/ Crp. 3 u3 8

1}00 Test / [Toka3zaTe/b Results / Pe3yabTaThi Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMopnuHHOCTH butylhydroxyanisole peaks on the
OyTHIATHAPOKCHAHU30J1 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 ym@epxuBaHUA
DMKOB  2-OyTHITHApOKCHAHU3O0NA |
3-6yTEnruaApokcHUaHu3oNa Ha
XpoMarorpaMme HCIILITYEMOT0
pacTBOpa HOMXKHBI COOTBETCTBOBATb
BpeMeHaM YHEpKUBaHUA ITHKOB
2-6yTIWIrHAPOKCHAHU301a 51
3-6yTHIrdApOKCHaHU3011a Ha
XpoMaTorpaMmme pacTBopa
CTaHOAPTHOTO obpasua
OyTWIrHAPOKCUaHK30]1a (pazmen
«Cognepxanue

OYTUITHAPOKCHAHU30IIa»).

Macca

4 Average weight / Cpeanss

70.0 mg / 70.0 mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Ot167,2mr o 72,8 Mr (70,0 Mr£4,0 %).

Remarks: The Product conforms to ND/
ITpumeuanue: Ilponykr coorsercTByeT Tpebopanusm HJI

Conclusion: APPROVED /
Zaxmouenue: OJIOBPEHO

JlaTta: 26.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: Santosh [Tposepeno: Pardeep Kumar | Ono6peno: Mengmwxep / PykoBoaurens
Kumar Maurya Abhishek Chauh \

Reprint Date / Reprint Date / Reprint Date /

Harta: 26.10.2023

Jlarta: 26.10.2023

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




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
CEPTHOUKAT AHAJIM3A  Www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Ketopon® Dkcnpecce (keToponak) TabIeTKH, AHCTIepriupyemble B MOJIOCTH pTa, 10 Mr

Batch No / : V2301975 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepHn 3600000 Tab
Analytical Report No / : 890001693631 Date of Analysis / : 12.10.2023
AHAJHTHYeCKHH oTyeT No JaTa anasn3a

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
JaTa npon3BoacTBa I'onen 10

Analysis performed according ND / Ananu3 nposenen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page4 of 8/ Crp. 4 u3 8

1}00 Test / [Toka3aTenap Results / Pe3ynsTaThl Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than + 10 %
OXHOPOIHOCTE MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He 6Gonee + 10 %
2/20 Tabnetok — He Gonee + 20 %
5 Disintegration time / 00 min 21 sec / 00 mun 21 cek Not more than 3 min / He 6onee 3 Mun
Pacnapaemocthb
6 Dissolution / PacTBopenue Unit-1 / Ta6n-1 101% Not less than 75% (Q) of
. Cy1sH13NO3°C4H1NO3 (ketorolac
Unit-2 / Tabn-2 99% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 100% | 75% (Q)  CisHisNO3C4H[1NO3
) (keToponaka  TPOMETAaMHH) uepes
Unit-4 / Tabn-4 101% 15 MuH
Unit-5 / Tabn-5 100%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHOCTh 710 um sieve is formed. / Obpazyercs
OJIHOpOIHAsl CYCIIEH3Usd, TPOXOAAllas
CKBO3b CHTO C pPa3MepoM OTBEpPCTHH
710 MKM.

Remarks: The Product conforms

ITpumeuanue: [Iponykt cootBercTBYeT TpeboBanusaM HJI

to ND/

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
IToarororneno: Santosh

Kumar Maurya @_

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

Ono6peno: Menegkep / Pykosoaurens
Abhishek Chauhak \
h\ —

Reprint Date /
Jara: 26.10.2023

Reprint Date /
Jara: 26.10.2023

Reprint Date /
Hara: 26.10.2023

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: 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

CEPTUPHKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dkcnpecc (keToposak) TabneTki, AUCTieprupyeMbie B MOJIOCTH PTa, 10 Mr

Batch No / : V2301975 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepuH 3600000 Tab
Analytical Report No / : 890001693631 Date of Analysis / : 12.10.2023
AHaINTHYECKHI oT9eT Ne Jlara ananusa

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
Jara nponsBoJcTBa T'onen o

Analysis performed according ND / Anann3s nposenen no HJL:

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

Page 5of 8/ Crp. Su3 §

8 Related impurities / PoacTBeHHEBIE IPpUMECH

ketorolac 1-hydroxy analog /

Not more than 0.5 % / He Gonee 0,5 %

1-rupoxcuananor 0.0036%
KeTOpoJiaka
ketorolac 1-keto analog/ 0.05% Not more than 0.8 % / He 6osee 0,8 %
1-keToaHaI0r KeTopoJlaKa Dl
Any unidentified impurity / Not more than 0.5 % / He 6oxnee 0,5 %
eIMHUYHAS 0.02 %
HeuOeHTUUIIHPOBaHHAS
MpUMeCh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npuMeceit
9 Water / Boaa 2.7% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHH4ecKre pacTBOpHUTEH

Isopropyl alcohol /
H3zomnponanon

10 pg/tab/
10 Mxr B TabneTke

Not more than 350 pg/tab /
He 60nee 350 Mkr B TabneTke

Remarks:; The Product conforms to ND/

ITpumeuanue: [IpoayKT COOTBETCTBYET tpeboBanusam HJJ

Conclusion: APPROVED /
3akmouyenne: OJIOBPEHO

Prepared by /
IMoarorosneHo: Santosh
Kumar Maurya @M

Checked by /
ITpoeepeno: Pardeep Kumar

i

Approved by: Manager/Executive /

Onobpeno: Menesskep / PykospauTelb

Abhishek Chauhan
\_~

Reprint Date /
Jarta: 26.10.2023

Reprint Date /
Jara: 26.10.2023

Reprint Date /
Jata: 26.10.2023

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




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 : 491 98166 56001-02

CEPTUOPHUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoayxr: Keropoa® Dkcnpecc (keToponak) TabeTKH, AHCIIEPIHPYEMBIE B TIONOCTH pTa, 10 Mr

Batch No / : V2301975 Batch Quantity / : 3600000 tab /
Cepusa Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001693631 Date of Analysis / : 12.10.2023
Ananurndeckuii oTyer Ne Jara anainza

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
JlaTta npou3BoACcTBa TI'onen no

Analysis performed according ND / Anannz npoeeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, namenenne No2 ot 11.11.2022)

Page 6 of 8/ C1p. 6 u3 8

11 | Microbial enumeration tests / MukpoGuoJsiornyeckast YucToTa*
a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / O6111iee yucio NA He 6omnee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHHu3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / Ob1uee NA He 6onee 100 KOE/r
YHCJIO IPOMOKEBEIX U
TUIECHEBBIX IPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBUEe B 1 T
12 | Uniformity of dosage units / 2.2 Acceptance value (AV) not more than
OaHopoaHOCTH 15.0 / [IpuemouHoe 3HaueHUe (AV) He
N03HMPOBaHHUsI 6onee 15,0.
13 Assay / KonnuecTBeHHOe 10.0 mg / 10.0 mr From 90mg to 11.0mg of
omnpeneieHne (100.1 %) CisHisNO3*C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
oo 11,0 Mr C15H13NO3‘C4H11NO3
(keToponaka TpometamuH) (ot 90,0 mo
110,0 % OT 3asBJIEHHOrO KOIMYIECTBA) B
TabneTKe
14 Butylhydroxyanisole 0.0979 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0979 mr B TabneTke He menee 0,042 mr B TabneTke
Oy TUITHAPOKCHAHHU30J1a
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: [TpopykT cooTBercTBYyeT Tpeboanusam HJI 3akawuenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTtorneno: Santosh [Mposepeno: Pardeep Kumar | Ono6peno: Menepkep / PykoBoaurens
Kumar Maurya ( t = Abhishek Chauhan“ ¥
Reprint Date / Reprint Date / Reprint Date /
Jara: 26.10.2023 Jara: 26.10.2023 Jara: 26.10.2023

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: L8B5195AP1984PLC0O04507

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, INDIA

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02

CEPTHO®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon® Dxcnpecc (keTopoiak) TadneTku, AMCIeprupyemMbie B ONOCTH pTa, 10 mr

Batch No / : V2301975 Batch Quantity / : 3600000 tab /
Cepus Ne O06beM cepuin 3600000 Tab
Analytical Report No / : 890001693631 Date of Analysis / : 12.10.2023
AHAJINTHYECKHH oTyeT No JlaTa anajau3a

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
JlaTa npon3BoJcTBA T'open 1o

Analysis performed according ND / Ananms nposenen mo HJ(:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, nzmenenne Ne2 ot 11.11.2022)

Page 7 of 8 / C1p. 7 u3 8

15

Package / Ynakoeka

10 tablets in a Dblister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 rabneTok B
6nucrepe u3 ([IA/AJI/IID ¢
Biaronoraorurenem/IT3BIT)
donsru // (IID/AJT) donsru. Ilo
2 6nuctepa ¢ HHCTPYKLMEH TO
MPUMEHEHHIO B aykKy
KapTOHHYIO.

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
tabnerok B Gnucrepe us (INA/AJIIID ¢
piaronoryoturenem/II3BIT) donsru /
(T13/A0) dponsru. Io 1 unu 2 6nvcTepa
¢ HHCTpyKUWel 10 TNPHMEHEHHMIO B
Ma4yKy KapTOHHYIO.

16

Labeling / MapkupoBka

According to ND / B coorerctBuu ¢ HJI

17

Storage conditions /
XpaHeHnne

Below 25 °C. / Tlpu Temrnepatype He Bbie 25 °C.

18

Shelf life / Cpox roagHocTH

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.
* [IpH BhITyCKe JeKAPCTBEHHOr0 NPeNapaTa KOHTPOJIh KaYecTBa No nokasarento «MuxpoGHoornieckas
YHCTOTa» NMPOBOAUTCSA AJA Kaxaoii 20-0ii cepuu, HIIH 115 OAHOM cepun B rofl, B 3aBUCHMOCTH OT TOTr'0, TO

HACTYIIUT PaHbILIE.

Remarks: The Product conforms to ND/
ITpumeuanue: [TpoxykT cooTBeTcTBYET Tpebosanuam HIT

Conclusion: APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
[MoarorosieHo: Santosh

Kumar Maurya @

Checked by /
IMpoeepeno: Pardeep Kumar

=t

Approved by: Manager/Executive /

Ono6peno: Menemiep / Pykosoautens
Abhishek Chauhaik
.

Reprint Date /
Hara: 26.10.2023

Reprint Date /
Jara: 26.10.2023

Reprint Date /
Jara: 26.10.2023

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.

Qe
Dr. Red dy,s q_... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Ketopon® Dkcnpecc (keToponak) TabIeTKH, AUCIIeprupyeMble B MONIOCTH pTa, 10 Mr

Batch No / : V2301975 Batch Quantity / : 3600000 tab /
Cepus Ne O0nbem cepun 3600000 Tab
Analytical Report No / : 890001693631 Date of Analysis / : 12.10.2023
AHanuTHYECKHIl oTyeT No JlaTa anaiusa

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
Jara npon3BoacTBa I'onen o

Analysis performed according ND / Ananun3 nposeaen no HJ/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page8of 8 /Crp.8u3 8

API name / HaumenoBanue AD®C: Ketorolac tromethamine / Ketoponaka
TPOMETAMUH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepum npoussoaunteis ADC: ABQE003988

FP Manufacturer API Batch number /

Homep cepuu cy6eTanuuu npouspoautens [JID: FEQA00435

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

IIpoussoauteas ADC, eTpaHa: J-p Pemmu'c JTabopatopuc JIta., Maaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIpoayKT COOTBETCTBYET TpeboBanuaM HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Santosh ITpoeepeno: Pardeep Kumar | OnobpeHo: Menemkep / Pykosoaurens
Kumar Maurya Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date /
Hara: 26.10.2023 Jara: 26.10.2023 Hara: 26.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



