Dr.Reddy’s ":'

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
Ipoayxr: Ketopon® Jkcnpecc (keToponak) TabeTKH, AUCepripyeMsle B M0JI0CTH pTa, 10 mr

AnajJHTHYECKHH oTyeT Ne

Batch No / : V2302046 Batch Quantity / : 3600000 tab /
Cepns Ne O06beM cepHu 3600000 Tab
Analytical Report No / : 890001695136 Date of Analysis / : 20.10.2023

HaTa anaausza

Date of Manufacture /
JaTta npousBoacTBa

: 10-2023

I'omen go

Date of Expiry /

: 09-2025

Analysis performed according ND / Ananu3 nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenune Nel ot
27.12.2021, namenenue Ne2 ot 11.11.2022)

Page1 of 8/ Crp. 1 u3 8

No

No Test / ITokazaTennb

Results / Pe3ynbrathl

Specification / Hopma

1 Description / Onucanune

Light yellow round flat beveled
tablcts with "|" dcbossed on onc
side. / Kpyrable, mnockue
Tabnetku c¢ (ackoif, cBeTyIO-
XKENTOro LBETa C IPaBHUPOBKOM
«I» Ha omHOM CTOpOHE.

Light yellow round flat beveled tablets
with "' dcbosscd on onc sidc. /
Kpyrisie, miuockue TabneTkyu ¢ $packoi,
CBETIO-XKENTOro IBeTa ¢ IpaBUPOBKOM
«l» Ha OJIHO} CTOpOHE.

2 Identification / [TognuHHOCTE

Ketorolac / Kemopoaak

a) ByUv/
V®-cnexrpodoroMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac

tromethamine standard

solution should have peaks at the same
wavelength (= 2 nm). / V®-cnexTpsl
MOTJIOLIEH!S UCIIBITYEMOT'O pacTBopa U
pacTBopa  craHzmapTHOro  ofpasua
KeTOpoJiaka TpOMETaMHHAa  JOJDKHBI
HMMeTh MAKCUMYMBI [IPH OJTHOM U TOM e
IUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Tpumeuanue: [poaykT cooTBeTcTBYET TpeboBanHsaM HJL

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IToarotoeneno: Ankaj Verma

[

Checked by /
IIposepeno: Santosh Kumar

Maurya @

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

Manoj Kumar &WM

Reprint Date /
Jara: 20.10.2023

Reprint Date /
Jata: 20.10.2023

Reprint Date /
Hara: 20.10.2023

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 ":‘.

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

CEPTUDOUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Keropon® Okenpecc (keToposiak) TabneTky, JUCHeprupyeMsble B MONOCTH pTa, 10 Mr

Batch No / : V2302046 Batch Quantity / : 3600000 tab /
Cepns Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001695136 Date of Analysis / ¢ 20.10.2023
AHaJuTHYeCKHH oT4yeT Ne Jara asaausza

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTta npou3BoJcTBA T'open no

Analysis performed according ND / Ananus nposegen mo H/IL:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, nuzmenenne Ne2 or 11.11.2022)

Page 2 of 8 /Crp. 2 n3 8

No

Test / IokazaTennb
Ne

Results / Pe3ynbTats

Specification / Hopma

b) By HPLC/B3XX

Complies / CooTBeTCTBYET

The retention time of the main peak on
thc chromatogram of test solution
should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / BpeMs ynmepXuBaHHUS
OCHOBHOrO IMHKa Ha XpoMaTorpamme
UCIILITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBATH BpEMEHHN
yOEpXKHUBaHHS OCHOBHOTO TIHKa Ha
XpoMaTorpamme pacTBopa
CTaHIapTHOTO KeTOpOJIaka
TpOMETaMHUHA (pazpen
«KonM4ecTBEHHOE OIPEeeICHHE).

obpasua

Remarks: The Product conforms to ND/

ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJY

Conclusion: APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Ankaj Verma | Ilposepeno: Santosh Kumar
Maurya (@7‘/

a——

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauresns
Manoj Kumar

Y an.'

Reprint Date /
Hara: 20.10.2023

Reprint Date /
Hara: 20.10.2023

Reprint Date /
Hara: 20.10.2023

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 ":‘.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT 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
Ipoayxt: Ketopon® Dkcnpecc (keToposiak) TableTKy, QUCneprupyemble B MojnocTy pra, 10 mr

Batch No / : V2302046 Batch Quantity / : 3600000 tab /
Cepus Ne O6Bbem cepun 3600000 Tab
Analytical Report No / : 890001695136 Date of Analysis / : 20.10.2023
AnagnTnyecknil oryer Ne Jarta aHanuza

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jara npon3BoacTBa T'ogen po

Analysis performed according ND / Anasu3 nposenen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot
27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page 3 of 8 /Crp. 3 u3 8

No

Test / Iloka3aTean
Ne

Results / Pe3ynpTaThl

Specification / Hopma

3 Identification
Butylhydroxyanisole /
oA IMHHOCTL
OYTHJITHAPOKCHAHU30J1

Complies / CooTBETCTBYET The
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 solution
("Butylhydroxyanisole content"
section). / BpeMeHa yaepXKHUBaHHA
NHKOB  2-OYTIITHAPOKCHAHM30Ma U
3-OyTUNruapOKCUaHU30JIa Ha
XpoMmaTorpamme HCIIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATb
BpeMeHaM YAEpKUBaHUS MHUKOB
2-6yTWITHAPOKCHAHU30J1a u
3-0yTHATHAPOKCHAHU30JIA Ha
XpOMaTorpaMMme pacTBopa
CTaHJapTHOTO obpasia
OYTUITHIPOKCHaHU30Ma (paznen
«CopnepxaHue

OYTHITHAPOKCHAHU30TIaY).

retention times of 2-

4 Average weight / Cpennss
Macca

69.6 mg / 69.6 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Ot 67,2 Mr o 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanne: IIpoaykT cooTBeTcTBYeT Tpedoanuam HJI 3akawuenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosineHo: Ankaj Verma | [Ipoepeno: Santosh Kumar | Ono6peno: Menemxkep / PykoBoaurtesns
Maurya Manoj Kumar _ /

///?(/ - f@b
Reprint Date / Reprint Date / Reprint Date /
Jara: 20.10.2023 Hara: 20.10.2023 Jata: 20.10.2023

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 ‘%.'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

Tel : 491 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon® Dkenpece (keroposnak) TabieTku, AucneprupyeMble B OJIOCTH pra, 10 Mr

Batch No / : V2302046 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepun 3600000 tab
Analytical Report No / : 890001695136 Date of Analysis / : 20.10.2023
AHaJIMTHYECKHH oTyeT No JlaTa aHaJH3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jara npon3BoacTBa T'onen 1o

Analysis performed according ND / Ananns nposeges mo HJI:

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

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page4 of 8 /C1p. 4 m3 8

1}00 Test / IlokazaTennb Results / Peaynbratst Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYyeET 18/20 tablets - not more than £ 10 %
OaHOPOAHOCTHL MACCHI 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He Gonee + 10 %
2/20 Tabnetok — He 6onee = 20 %
5 Disintegration time / 00 min 22 sec / 00 mun 22 cex Not more than 3 min / He 6onee 3 Mun
Pacnapaemocthb
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 98% Not less than 75% (Q) of
. CsH;3NO3*C4H; 1NO;3 (ketorolac
Unit-2 / Tabn-2 98% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 99% 5% (Q  CisHisNO3*C4HiiNO3
) (keToponaka  TpPOMETAaMHH)  4Yepes
Unit-4 / Tabn-4 98% 15 MuH
Unit-5 / Ta6x-5 97%
Unit-6 / Ta6n-6 97%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JducnepcHocTb 710 pm sieve is formed. / O6pa3yercs
OJHOpOAHAS CYCIEH3Ms, MPOXOAsIas
CKBO3b CUTO C pPa3MepOM OTBEPCTHUI
710 MxmM.

Remarks: The Product conforms to ND/
[Ipumevanwue: [Iponykt cooTBeTCTBYET TpeboBanuaM HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
INoaroroeneHo: Ankaj Verma

Checked by /
[IpoBepeno: Santosh Kumar

Maurya @’

——"

-

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

Manoj Kumar ]

Reprint Date /
Jara: 20.10.2023

Reprint Date /
Jata: 20.10.2023

Reprint Date /
Jara: 20.10.2023

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 €5¢

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIW3A

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
ITpoayxt: Ketopon® Dkenpecc (ketoposiak) TabneTku, JUCTieprupyemblie B MosuocTy pta, 10 mMr

Batch No / : V2302046 Batch Quantity / : 3600000 tab /
Cepns Ne O0bem cepuu 3600000 Tab
Analytical Report No / : 890001695136 Date of Analysis / : 20.10.2023
AHanuTHYeCKHH 0TYeT Ne JaTa ananuza

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTta npouspoacTsa I'onen 1o

Analysis performed according ND / Ananu3 nposegen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page Sof 8/ Crp. S5u3 8

8 Related impurities / PoacTeeHHbIe IpUMeCH

1-ruipoKcHaHaIor
KeTOpOJIaKa

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Huxe npenena o6Hapyxenus (I10 =
0.0010%)

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

ketorolac 1-keto analog/
1-keToaHaor KeTopoaaka

Not more than 0.8 % / He 6onee 0,8 %

0.04%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eNUHWYIHAs
HEeUASHTA(GHUIUPOBAHHAS 0.01 %
TIpUMeCh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Bona 2.7% Not more than 7.0% w/w /

He 6onee 7,0 %

10 Residual solvents by GC/ OcTaTouHble OpraHn4Yeckne pacTBOPHTEIH

Isopropyl alcohol /
H3onponanon

07 pg/tab /
07 Mxr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 mkr B TabneTke

Remarks: The Product conforms to ND/
ITpumeuanue: IlponykT cooTBercTByeT Tpebosanuam HJI

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IToarotoeneno: Ankaj Verma

[E/.

Checked by /
IIpoBepeno: Santosh Kumar

Maurya @L_

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoauresns
Manoj Kumar - /

Liv

u

Reprint Date /
Jara: 20.10.2023

Reprint Date /
Jata: 20.10.2023

Reprint Date /
Hara: 20.10.2023

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 ":'.

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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keToposnak) TabieTku, IUCieprupyeMble B 1osiocTy pra, 10 mr

Batch No / : V2302046 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001695136 Date of Analysis / : 20.10.2023
AHaauTH4ecKkHil oTueT No JaTa ananusa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTa npoM3BoACTBA I'ogen no

Analysis performed according ND / Asanu3 nposenes no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel ot

27.12.2021, n3amenenune Ne2 or 11.11.2022)

Page 6 of 8/ Ctp. 6 n3 8

11 | Microbial enumeration tests / Mukpo6uosiorndyeckasi yncrora*
a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / Ob1iee yucno NA He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O61iee NA He 6onee 100 KOE/r
YUCIO APONOKEBBIX U
IUTECHEBBIX I'PpHUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBie B 1 1
12 Uniformity of dosage units / 4.3 Acceptance value (AV) not more than
OaHOpOAHOCTH 15.0 / TlpuemouHoe 3HaueHue (AV) He
A03UPOBaHHUsI 6onee 15,0.
13 | Assay/ KoanuecTBeHHOe 10.1 mg/ 10.1 mr From 90mg to 11.0mg of
ompenesieHue (100.6 %) C15sH13NO3+C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
pile) 1 1,0 MrIr C15H13NO3'C4H11NO3
(xetoponaxa TpomeramuH) (ot 90,0 no
110,0 % OT 3as1BJI€HHOI0 KOJIMUECTBA) B
TabneTke

Remarks: The Product conforms to ND/

IIpumeuanue: Ilpoaykr cootBeTcTBYeT TpeboBanusm HJI

Conclusion: APPROVED /
3axsouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Ankaj Verma | Ilpoeepeno: Santosh Kumar | Opobpeno: Meunemxkep / Pykorogurens
Maurya Manoj Kumar I,
[A? @— U‘-/
/
Reprint Date / Reprint Date / Reprint Date /

Hara: 20.10.2023

Jara: 20.10.2023

Jara: 20.10.2023

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 ‘g'.

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

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

CERTIFICATE OF ANALYSIS
Tel : +91 98166 56001-02
CEPTHOUKAT AHAJIHU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
INpoayxr: Keropon™ Bkenpece (ketoposnak) TaGneTku, AMCIIEPIUPYEMbIE B TOJOCTH pTa, 10 Mr

Batch No / : V2302046 Batch Quantity / : 3600000 tab /
Cepus Ne O0vbem cepun 3600000 Tab
Analytical Report No / : 890001695136 Date of Analysis / ¢ 20.10.2023
AHaauTHYeCKHI oTueT Ne JaTa anannza

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTa nponsBoacrea TI'onen no

Analysis performed according ND / Ananus nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenune Nel ot

27.12.2021, uzmenenne No2 or 11.11.2022)

Page 7 of 8/ Crp. 7u3 8

14 | Butylhydroxyanisole 0.0990 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxxanue 0.0990 mr B Tabnerke He menee 0,042 mr B Tabnerke
OyTHArHAPOKCHAHU30JIA
15 | Package/ Ynaxkoeka 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. / ITo 10
information leaflet in a carton | TaGnerok B 6nmcrepe u3 (IIA/AJI/IID ¢
pack. / Tlo 10 Tabnerox B | Biaromornoturenem/II2BIT) donbru /
Onucrepe w3z (ITA/AJVIID ¢ | (I13/AJ1) donbru. o 1 unu 2 6nuctepa
Biaronornorurenem/I13BIT) C UHCTPYKLHEN IO MNPUMEHEHMIO B
Gonsru // (IID/AJT) Goneru. Ilo | mauKy KapTOHHYIO.
2 bnuctepa ¢ MHCTPYKIHMEN MO
HNPHUMEHEHHIO B Ia4yKy
KapTOHHYIO.
16 Labeling / MapkupoBka According to ND / B cooteetcTsum ¢ HJT
17 | Storage conditions / Below 25 °C. / ITpu remneparype He Bpiie 25 °C.
XpaHeHue
18 Shelf life / Cpox rognocru 2 years /2 rozma

* 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.
* I1pu BbINyCKe JIEKAPCTBEHHOTO NPeNapaTa KOHTPOJIb KAYECTBA [0 noKa3aTento «MHKpoGHoIoruyecKas
YHCTOTa» MPOBOAMTCS /ISt KAX0it 20-0ii cepuy, WM JJIsl ONHOM CEepUHU B rojl, B 3aBUCHMOCTH OT TOrO, YTO

HACTYIMT paHblLe.

Remarks: The Product conforms to ND/

ITpumeuanue: [IponykT cooTBeTcTBYET TpeboBanuam HJL

Conclusion: APPROVED /
Saxkawyenne: OJOBPEHO

Prepared by /
Iloaroroneno: Ankaj Verma

(K-

Checked by /
IIpoBepeno: Santosh Kumar

Maurya @_

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

Manoj Kumar

Reprint Date /
Jata: 20.10.2023

Reprint Date /
Jara: 20.10.2023

Reprint Date /
Hara: 20.10.2023

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




@e Dr. Reddy's Laboratories Ltd,
Dr Reddy’s ... Formulation Unit-6
. . Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Bkenpece (keroponak) TabneTkH, IMCIEprUpyeMble B MOJIOCTH pra, 10 Mr

Batch No / : V2302046 Batch Quantity / : 3600000 tab /
Cepns Ne O0bem cepun 3600000 Tab6
Analytical Report No / : 890001695136 Date of Analysis / : 20.10.2023
AnanuTHyecknii oTueT Ne Jara ananusa

Date of Manufacture / : 10-2023 Date of Expiry / ¢ 09-2025
JlaTa npon3BoacTBa T'onen no

Analysis performed according ND / Ananu3 nposeaen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel or
27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page 8 of 8/ Crp. 8 us 8

API name / HaumeHnopanue ADPC: Ketorolac tromethamine / Ketoposiaka
TPOMETaMHH

INN / MHH: Ketorolac / Keroponak

API manufacturer batch number /

Homep cepuu npousBoaurensa ADPC: ABQH004848

FP Manufacturer API Batch number /

Homep cepun cy6crasumn npoussoautens LJID: FEQHO044§

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

IlpousBoamutesn APC, cTpana: JI-p Pepnu'c JlaGoparopuc JItn., Mupus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIponykr cooTBeTcTBYET TpeboBanuam HJT 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Ankaj Verma | IlpoeepeHo: Santosh Kumar | Ono6peno: Menemep / Pykosoautens

- Maurya @\7) Manoj Kumar D /)
A =

Reprint Date / Reprint Date / Reprint Date /
Jara: 20.10.2023 Jara: 20.10.2023 Jlata: 20.10.2023

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



