Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Okcnpecc (keToposak) TabneTku, AMCIIEPrUPYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2400621 Batch Quantity / : 3600000 tab /
Cepns Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002501472 Date of Analysis / : 23.04.2024
AHaauTHYecKHH oTueT Ne Jarta anannza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jlata npon3BoacTBa TI'ogen oo

Analysis performed according ND / Anann3 nposegen no HJ/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 1 of 8/ Crp. 1 u3 8

No

No Test / [Toxazarennb

Results / Pe3ynpTaTh!

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. /
TabneTkn ¢ (ackoii, CBETIO-
XKEJITOTO LBeTa C IPaBUPOBKOIL
«|» Ha OIHOM CTOpOHE.

Kpyrneie, mnockuc

Light yellow round flat beveled tablets
with "[" debossed on one side. /
Kpyrisic, mockuce TabneTu ¢ Gackoii,
CBETJIO-XKENTOTO LIBETA C IPAaBUPOBKOI
«l» Ha opHO CTOpOHE.

2 Identification / IToMIHHHOCTE

Ketorolac / Kemoponax

a) ByUV/
Vd-cnekrpodoTomerpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
HOIIOWEHUS MCIBITYEMOL'0 PAcTBOpa U
pacTBOopa  cTaHaapTHoro  obpasua
KETOpOJiaka TpPOMETaMHHA  JOJDKHBI
HMMETh MAaKCUMYMBI [IpY OJHOMH U TOH Xe
IUTHHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/
IIpumeuanue: IIpoaykT coorBeTcTBYET TpeboBanusm HJJ

Conclusion: APPROVED /
3akmouenne: OJJOGEEHO

Prepared by / Checked by / Approved by: ManagerfExecutive /
Ionrorosneno: Ranjeet ITpoeepeno: Santosh Kumar | Onobpeno: Menemxep | Pykosdaurens
ﬁ{‘J} - Maurya ) = Abhishek Chauhan — T
. —
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.04.2024 Hara: 23.04.2024 Hara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2998, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dkcmpecc (ketoponak) TabieTkH, Aucreprupyemsle B NOJOCTH pTa, 10 Mr

Batch No / : V2400621 Batch Quantity / : 3600000 tab /
Cepus Ne O6Bbem cepun 3600000 Tab
Analytical Report No / : 040002501472 Date of Analysis / : 23.04.2024
AnanurHueckuii oTuer No JlaTa ananu3za

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npon3poacrsa Toxen no

Analysis performed according ND / Ananu3 nposegen no HI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ C1p. 2 u3 8

No

Test / Iloxazarenn
Ne

Results / PesynbTatsl

Specification / Hopma

b) By HPLC / BOXKX

Complies / CooTBeTCTBYET

The retention time of the main peak on
the chromatogram of test solution
should correspond o that on  the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / BpeMsa ynepxuBaHusa
OCHOBHOTO ITHKa Ha XpoMaTorpamme
UCTIBITYEMOTO ~ pacTBopa  JAOJDKHO
COOTBETCTBOBATh BpeMeHH
YAEPXKUBAHUS OCHOBHOTO TIIHKA Ha
XpoMaTorpaMme pacTBopa
CTAHAAPTHOTO KeTOpoIaka
TPOMETaMUHA (paznen
«KonnyecTBeHHOE OTpeeIeHHE»).

obpazia

Remarks: The Product conforms to ND/

ITpumeuanue: IlponykT cooTBeTcTBYeT TpeboBaHusaM HJI

Conclusion: APPROVED /
3axawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive /

Iloaroroeneno: Ranjeet Ilposepeno: Santosh Kumar | OnobpeHo: Menemk¢gp / PykoBgfiurens
@ - Maurya ( Abhishek Chauhan .

Reprint Date / Reprint Date / Reprint Date /

Hata: 23.04.2024 Hara: 23.04.2024 Harta: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +491 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@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 : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon® Dkenpece (keToponax) TabneTkH, AMCNEPrHpyeMBble B OJIOCTH pTa, 10 Mr

Batch No / 1 V2400621 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002501472 Date of Analysis / : 23.04.2024
AHauTHYEeCKHH oTueT No JlaTa ananusa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTta npon3BoacTBA Toaen no

Analysis performed according ND / Asanu3s nposenen o HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3of8/Crp.3u3 8

;0 Test / [ToxazaTens Results / Pesynerars!t Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanMHHOCTD butylhydroxyanisole peaks on (he
Oy THATHAPOKCUAHU30JI 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 yzmepxuBaHMA
IIUKOB  2-OyTUNTMIOPOKCHAHH30JIA U
3-6yTHNruIpOKCHaHU30IIa Ha
XpoMaTorpamme UCIIBITYEMOTO
pacTBopa JOMKHBI COOTBETCTBOBAThH
BpEMEHaM YAEPKUBAHHUA MIHKOB
2-0yTHATHAPOKCHAHU30TIA U
3-OyTHATHUIPOKCHAaHM30Ta Ha
XpoMaTorpaMmme pacTBopa
CTaHIapTHOTO obpazua
OyTWIrHApOKCHaHH30a (paznen
«Conepxanue

Oy THITUAPOKCHAHU3OTIAY).

macca

4 Average weight / Cpeanss

69.7 mg / 69.7 Mr

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

Remarks: The Product conforms to ND/
IIpumeyanue: [Iponykr cootBeTcTBYET TpeGoBaHMsAM HJI

Conclusion: APPROVED /
3axuauyenne: OJJOBPEHO

Prepared by /
Ilonrorosneno: Ranjeet

(W

Checked by /
Ilposepeno: Santosh Kumar

Maurya &

Approved by: Managet/Executive /
OnobpeHo: Menemx b/ PykoBQmuTEh
Abhishek Chauhan ?ﬂ

Reprint Date /
Jara: 23.04.2024

Reprint Date /
Jata: 23.04.2024

Reprint Date /
Jata: 23.04.2024

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: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




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

@
Dr.Red dy’s ".. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®UKAT AHAJIHZA www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HponyxT: Keropon™ Dkenpece (ketoponak) TabneTky, AucneprupyeMeie B IOJI0CTH pra, 10 mr

Batch No / : V2400621 Batch Quantity / ¢ 3600000 tab /
Cepus Ne O0bem cepun 3600000 tab
Analytical Report No / : 040002501472 Date of Analysis / 1 23.04.2024
Anamurnyeckuii oTyer No JlaTa ananu3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JaTa npou3BoACTBA T'ogen go

Analysis performed according ND / Auanu3 nposenen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4of 8§/ Crp. 43 8
;Iho Test / Ioxazatenn Results / Pe3ynbratsl Specification / Hopma —‘
Uniformity of weight / Complies / CootBeTcTBYET 18/20 tablets - not more than + 10 %
OaHopoaHOCTL Macenl 2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He 6Gomee + 10 %
2/20 TabneTok — He 6ornee + 20 %
5 Disintegration time / 00 min 23 sec / 00 muH 23 cex Not more than 3 min / He 6onee 3 mun
Pacnapaemoctn
6 Dissolution / PacrBopenue Unit-1 / Ta6n-1 103% Not less than 75% (Q) of
. CisH;3NO3*C4H | 1NO; (ketorolac
Unit-2 / Ta0n-2 104% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 104% 75% Q)  CisH;3NO3*C4H11NO3
. (keTOpoMara  1pumwiumny)  aopul
Unit-4 / Tabn-4 103% 15 MHH
Unit-5 / Tabn-5 104%
Unit-6 / Tabn-6 104%
7 Fineness of Dispersion/ Complies / CoorBeTcTBYET A uniform suspension passing through a
JuenepcHocts 710 pm sieve is formed. / Ob6pasyetcs
ONHOPOJHAs CYCIEH3Ms, MPOXOAALIas
CKBO3b CHTO C Pa3MEpPOM OTBEpCTHIA
710 MKM.
8 Related impurities / PoncTBennsie npumecu
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeuanue: IpogykT cootBeTcTBYET TpeGosanusm HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Managgr/Executive /
Ioaroroeneno: Ranjeet IIposepeno: Santosh Kumar | Ono6peno: Menemkép / Pykosofyrens
(D/ Maurya r’_g\— ] Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date /
[Hara: 23.04.2024 Jata: 23.04.2024 Harta: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

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

Vill. Khot, 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
Tpoaykr: Ketopon® Dkcnpece (keToponak) TabneTku, JMCNeprupyemsle B IOJOCTH pra, 10 Mr

Batch No / : V2400621 Batch Quantity / : 3600000 tab /
Cepust Ne Ob6bem cepHH 3600000 Tab
Analytical Report No / : 040002501472 Date of Analysis / : 23.04.2024
AHanuTHYeCcKHI oT4yeT Ne JaTa aHanu3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jata npon3BoacTBa I'onen xo

Analysis performed according ND / Auanus nposenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page50of 8/ Crp.5u3 8

1-ruIpoKcHaHanor
KETOPOJIaKa

ketorolac 1-hydroxy analog /

ketorolac 1-keto analog/

Below LOQ (LOQ = 0.0032 %) /
Hmxe npenesna KoMM4ECTBEHHOTO
onpezenecuus (ITKO = 0.0032 %)

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

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

1-keToaHasIor KeTopoJaKa 0.07 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€AUHUYHASA
HeUIEeHTHOUIIMPOBAHHAS 0.03 %
NpUMech
Total impurities / 0.1% Not more than 1.0 % / He 6omee 1,0 %
Cymma npumeceii
9 Water / Bona 24 % Not more than 7.0% w/w /

He 60iee 7,0 %

10 Residnal solvents hy GC/ OcTaToduHEIe OPraHHYecKHe PACTROPHTE/IH

Isopropyl alcohol /
W3onponanon

07 pgftab /
07 MkT B Tabierke

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

Remarks: The Product conforms to ND/
IIpumeyanue: IlponykT cooTBetcTBYET TpeboBanuamM HJJ

Conclusion: APPROVED /
3axmouenune: OJOBPEHO

Prepared by /
[loxrorosneno: Ranjeet

Checked by /
IIporepeno: Santosh Kumar

Maurya (Ef'

Approved by: Manager/Executive
Onobpeno: Menemike / Pykosonyreb
Abhishek Chauhan /

Reprint Date /
Jara: 23.04.2024

Reprint Date /
Hara: 23.04.2024

Reprint Date /
Jara: 23.04.2024

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: maii@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr. Reddy's Laboratories (td.
Formulation Unit-6

@
Dr. Reddy’s "... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, {NDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS SS—"— —
CEPTUO®UKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TpoAaykT: Ketopon™ Dxenpecc (keToponak) TabneTky, McneprupyeMble B OJOCTH pTa, 10 Mr
BatchNo / : V2400621 Batch Quantity / : 3600000 tab /
Cepsin Ne O0BeM cepun 3600000 tab
Analytical Report No / : 040002501472 Date of Analysis / : 23.04.2024
AHaJInTHYeCKHH oTYeT No Jara ananausa
Date of Manufacture / : 04/2024 Date of Expiry / : 0372026
Jarta npou3BoacTBa I'ogen no
Analysis performed according ND / Ananus nposenen mo HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 / C1p. 6 u3 8

11 | Microbial enumeration tests / Mukpo6uosornyeckas yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ee yucio He 6onee 1000 KOE/r
a3pOoOHBIX MHKPO-

OpraHU3MOB

b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6uiee He 6onee 100 KOE/r

YHCIIO APOACKEBBIX U
TUIECHEBLIX rpuboB

c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBHe B 1 1T
12 Uniformity of dosage units / 3.6 Acceptance value (AV) not more than
OpHopoaHocTh 15.0 / IIpuemounoe 3Hauenue (AV) He
A03UPOBaHUA 6onee 15,0.
13 Assay / KosinyecrBeHHoe 99 mg/99 mr From 90mg to 11.0mg of
onpegesieHHe (99.3 %) CisHisNO3*C4H;  (NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
oo 11,0 mT CisH3sNO3*C4H | 1 NO»
(xeropomnaka tpomeramut) (ot 90,0 o
110,0 % oT 3asBNEHHOr0 KOJIMYECTBA) B

Tabierke
14 | Butylhydroxyanisole 0.0970 mg/tab / Not less than 0.042 mg/tab /
content / Copaepxanue 0.0970 mr B TabneTke He menee 0,042 mr B TabneTke
Gy THJITHAPOKCHAHH30/1A
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanne: [Tpoaykr cooreercrByeT TpeGopanusaM HJT 3aKkn0YeHHe: OI[OﬁPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ionrorosneno: Ranjeet IIpoeepeno: Santosh Kumar | Ono6peHo: Menen, ep / Pykogojgurens
- Maurya Abhishek Chauhan 2
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.04.2024 Hata: 23.04.2024 Hara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q,‘f‘

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

CEPTHOHUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Dxenpece (keToposak) TabneTky, AUcIeprUpyeMbIe B MOJOCTH pTa, 10 mr

Batch No / : V2400621 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002501472 Date of Analysis / 1 23.04.2024
Ananutuyeckuii oryer Ne JaTa anaansa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npon3BoacTrea I'onen mo

Analysis performed according ND / Ananus nposenen no HJI:
JITI-004929-011119 (amend Nl from 27.12.2021, amend Ne2 from 11112022

Page 70of 8/ Crp. 7uz 8

15 Package / YnakoBka

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 Tabimerox B
Gmucrepe w3 (IIA/AI/IIS ¢
BnaronoraorureneM/[I9BIT)
toneru // (I12/AJ1) donsra. Tlo
2 6nuctepa ¢ HHCTPYKIMEHR 10
NpHUMEHEHUIO B nayKy
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
Tabnetok B 6nuctepe u3 (ITA/AJI/TIS ¢
Bnaronornorurenem/II3BIT) donbru /
(IT3/AJT) doneru. ITo 1 unm 2 6aucrepa
C HUHCTPYKUMEN MO NpPUMEHEHHIO B
Ha4Ky KapTOHHYIO.

16 | Labeling / Mapkuporka

According to ND / B cootrsetrctuu ¢ HJJ

17 | Storage conditions /
XpaHeHue

Below 25 °C. / IIpu Temneparype He Bbiie 25 °C,

18 | Shelflife / 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.
* Ilpu BbINycKe JIEKAPCTBEHHOr0 NPeNapaTa KOHTPOJIb Ka4€eCcTBa 110 Noka3aTe 1o «MuKkpoSuoornyeckas
YHCTOTA» MPOBOAUTCS LISt KasKaoit 20-0ii cepuu, HM 17151 OHO# CEPUM B rojl, B 3aBUCHMOCTH OT TOI'0, 4TO

HACTYIUT paHblUe,

API name / HaumenoBanne A®C:

Ketorolac tromethamine / Ketoposnaka

TPpOMETaMITH

Remarks: The Product conforms to ND/
Ilpumeuanue: [lpogykT cootBeTcTBYET Tpebopanusm HJJ

Conclusion: APPROVED /
3axaouenne: OJQEPEHO

'}

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

IoarororneHo: Ranjeet Iposepeno: Santosh Kumar | Onobpeno: Menemkep / Pykosgurens
Q) Maurya ﬂ}_ Abhishek Chauha

Reprint Date / Reprint Date / Reprint Date /

JHara: 23.04.2024 Hara: 23.04.2024 Hara: 23.04.2024

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

CIN: L85155AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTU3A

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™ Dxenpece (keroponak) TabneTk, AMCIIepripyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2400621 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Ealytical Report No / + 040002501472 Date of Analysis / : 23.04.2024
AHaJuTHYecKHiH oTYeT No JlaTa ananuza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npoM3BOACTBA Toaen no

Analysis performed according ND / Anann3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8 / Cxp. 8 u3 8

Homep cepun cyGeradipn npoussoaurens IJI®:

INN/ MHH: Ketorolac / Keroponak
API manufacturer batch number / ABRHO001226
Howmep cepun npoussoautens ADC:

FP Manufacturer API Batch number / FERA00141

API Manufactured by & country /
Npouzeoantesns A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
Jl-p Peumn'c Jlaboparopuc JIta., Munns

Remarks: The Product conforms to ND/
Ipumeuanue: TIponykt cooTBeTcTByeT Tpebopanuam HJ

Conclusion: APPROVED /
Zakawuenne: OJOBPEHO

Prepared by / Checked by /
IToaroroeneHo: Ranjeet

Maurya

&

[Tpoeepeno: Santosh Kumar

Approved by: Managgr/Executive /
Ono6peno: Meunek¢p / PykoBogurens
Abhishek Chauhan

Reprint Date /
Hara: 23.04.2024

Reprint Date /
Hara: 23.04.2024

Reprint Date /
Hara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




