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

CEPTUPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkernpece (ketoponak) TabneTkH, AUCEPrupyeMble B MOJI0CTH pra, 10 Mr

Batch No / : V2400608 Batch Quantity / : 3600000 tab /
Cepus Ne O6bemM cepH 3600000 Tab
Analytical Report No / : 040002496189 Date of Analysis / : 24.04.2024
AHajmuTHYeCKHIT oTyeT Ne JarTa ananauza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa npon3BoacTBa T'ogen no

Analysis performed according ND / Ananu3 nposenes mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 1 of 8/ Crp. 1 u3 8

Y®-cnekrpodoromMerpus

JI:)O Test / [Ioka3aTesb Results / PesynbTaTsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrisle, mnockue | Kpyribie, mnockue TabiaeTku ¢ packol,
TabeTKH ¢ (ackoif, CBETIO- | CBETNO-KENTOro LBeTa C IPaBUPOBKOI
XKEJITOTO UBETA C I'PAaBUPOBKOH | «I» Ha OXHOM CTOpOHE.
«» Ha OJTHOM CcTOPOHE.
2 Identification / TToxnmuHHOCTE
Ketorolac / Kemoponax
a) Byuv/ Complies / CooTBETCTRYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnexTpsl
MOIJIOIIEHHs UCIIBITYEMOTO pacTBopa U
pactBopa  craHmapTHoro  ofpasua
KeTopoiiaka TPOMETaMHHA  JOJKHbI
HMETh MAaKCHUMYMBI [IPK OJHOM U TOM ke
JUIMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

[Tpumeuanue: Ilpoaykr cootBeTcTBYET Tpebosanuam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Managef/Executive /
IloarorosneHo; Santosh IMporepeno: Pardeep Kumar | OmobpeHo: Menem&e / Pymsqmwenb
Kumar Maurya A5 Abhishek Chauhan /

- = { :
Reprint Date / Reprint Date / Reprint Date / ;
Jata: 24.04.2024 Hara: 24.04.2024 Jara: 24.04.2024

Registered Office: 8-2

-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiza

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':‘

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOPUKAT AHAJINU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcripecc (keToposak) TaGleTKH, AUCIEPrHpyeMble B TIOJIOCTH pTa, 10 Mr

Batch No / 1 V2400608 Batch Quantity / : 3600000 tab /
Cepust Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002496189 Date of Analysis / : 24.04.2024
AnanuTHyecKHil oTyeT Ne JaTa ananunsa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa npon3BoAcTBa T'ogen no

Analysis performed according ND / Ananns nposegen no HJ/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ Crp.2m3 8

No

Test / [Toka3aTenan
No

Results / PesynbraThl

Specification / Hopma

b) By HPLC / BDXX

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). / Bpems yzaepxkuBaHus
OCHOBHOrO TMHKa Ha XpoMaTorpamme
UCTIBITYEMOrO ~ PacTBOpa  JOJDKHO
COOTBETCTBOBATh BpeMEeHU
yIOEP)KUBAHUS OCHOBHOTO IHKa Ha
XpoMarorpaMme pacTBopa
cTaHmapTHoro ofpa3lia KeToponaka
TpOMeTaMHHa (paznmen

«KonuuecTBeHHOE OIMIpECACTICHUE >>) E

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

[Tpumeuanue: [IpoaykT coorBeTcTBYET TpebopanusM HJJ

3axmwouenue: QJJOSPEHO

Jara: 24.04.2024

Jata: 24.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTosneno: Santosh [posepeno: Pardeep Kumar | Opobpeno: Menemkgp / Pykopoauress
Kumar Maurya &_ . Abhishek Chauhan _ /7“

\._‘_____.a-"-'
Reprint Date / Reprint Date / Reprint Date /

Jata: 24.04.2024

Registered Oftice: 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 ‘.“:'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02

www.drreddys.com

CEPTU®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Okcnpece (keToposiak) TabaeTku, AUCNIeprHpyeMble B MOJIOCTH pTa, 10 mr

Batch No / : V2400608 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 040002496189 Date of Analysis / 1 24.04.2024
AHaJHTHYeCKHH oT4eT Ne Jara anaJju3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JdaTa mpoH3BOACTBA T'omen oo

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

Page3 of 8/ Crp.3 mu3 8

;0 Test / [lokazarenn Results / Pe3ynbratsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IlopIHHHOCTDB butylhydroxyanisole peaks on the
Oy THATHAPOKCHAHU30JI 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 yIepXHBaHUA
NHKOB  2-OyTUNTMIPOKCHAHHM30JIa H
3-6yTWIrHaApOKCHAaHU30J1a Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBopa JNOJDKHBL COOTBETCTBOBATh
BpeMeHaM yaepKUBAHUSA MHAKOB
2-0y TUNTUAPOKCHAHHU30M1a u
3-0y TWITHAPOKCHAHU30M1a Ha
XpoMmartorpamme pacTBopa
CTaHAapTHOTO obpasra
6YTUITUAPOKCHAHU30MA (pazmen
«Copnepxanue
OYTWITHIPOKCHAHU30IIA»).
4 Average weight / Cpeansist 69.7 mg / 69.7 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
macca Ot 67,2 Mr 1o 72,8 mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms

IMpumeuanue: [IpogykT cooTBeTcTBYeT TpeboBanusim HJL

to ND/

Conclusion: APPROVED /
3aximouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Mana ger}f ixecutive /
IToaroroeneHo: Santosh ITpoeepeno: Pardeep Kumar | OnoGpeno: Menemkep)/ Pykogonurens
Kumar Maurya (O cﬁ———— Abhishek Chauhan L’_ ;
Reprint Date / Reprint Date / Reprint Date /

Hara: 24.04.2024 Hara: 24.04.2024 Hara: 24.04.2024

Reglstered Office: 3-2-33/, Koad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTU®HKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Jkcnpecce (keToposak) TableTky, AUCIEprupyeMble B IOJIOCTH pTa, 10 mMr

Batch No / 1 V2400608 Batch Quantity / : 3600000 tab /
Cepus Ne O6Bem cepan 3600000 tab
Analytical Report No / : 040002496189 Date of Analysis / : 24.04.2024
AHannTn4eckHii oTueT Ne Jara anajan3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTta npoH3BOACTBA T'ogen no

Amnalysis performed according ND / Ananus nposeaen no H/I;
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4 of 8/ Crp. 4 m3 8

E}O Test / Iloxa3aTennb Results / Pe3ynbsTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OaHOpoAHOCTHL MaCChI 2/20 tablets - not more than + 20 % /

18/20 Ttabnerox — He Gonee + 10 %
2/20 tabnetok — He 6onee = 20 %

5 Disintegration time / 00 min 23 sec / 00 muH 23 cek Not more than 3 min / He 6onee 3 Mun
Pacnapaemoctnb

6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 98% Not less than 75% (Q) of

. CisH13NO3*C4H | 1NO;3 (ketorolac
niti2y) ffacansd J00ge tromethamine) in 15 min / He menee
Unit-3 / Ta6i-3 999, 75 % Q) CisH1aNO3+*CsH (NO3

. o (keToponaka  TPOMETaMHH)  4Yepes
Unit-4 / Tabn-4 99% 15 MuH
Unit-5 / Tabn-5 102%

Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JAucnepcHoCcTh 710 pm sieve is formed. / Obpa3syerca
OJIHOpPOZAHAs CYCIEH3Hs, MNPOXOIsIlas
CKBO3b CHTO C pa3MepoM OTBepCTHUi
710 MKM.
8 Related impurities / PogcrBennbie npuMecH

Remarks: The Product conforms

to ND/

ITpumeyanue: IIponykt cootBeTcTBYeT TpebopanusM HJI

Conclusion: APPROVED /
3akawuenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
loarorosnexo: Santosh [Iporepeno: Pardeep Kumar | Onobpeno: Menemxgp / PykqBoauTtens
Kumar Maurya A - Abhishek Chauhan ,

L4 [.I—:E;_ g = 2‘
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.04.2024. Jara: 24.04.2024 Jlara: 24.04.2024

Registered Office: 8 2 337, Noad No. 3, Danjara Hills, Hydeiabad 500034, Telangana, Indis
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PL

C004597

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

CEPTHONKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dxcnpecc (keToponak) TabaeTkH, AUCTIeprupyeMble B MOJ0CTH pra, 10 mr

Batch No / : V2400608 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepHn 3600000 Tab
Analytical Report No / : 040002496189 Date of Analysis / : 24.04.2024
AHaNUTHYIECKHIT 0TUeT No JlaTa ananu3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara mpon3BoacTBa Tomen xo

Analysis performed according ND / Ananun3s nposeaen mo H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page5of 8/ Cip. Su3 8

ketorolac 1-hydroxy analog /
1-ruapokcraHanor
KeTopoaka

ketorolac 1-keto analog/

Below LOQ (LOQ = 0.0032 %) /
Huxe npenena KoIUYeCTBEHHOTO
onpeneneHus ([TKO = 0.0032 %)

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

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

1-keToaHaIor KeTopoaka 0.07 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHas
HEeUACHTUGULMPOBAaHHAs 0.02 %
npUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit
9 Water / Boaa 21% Not more than 7.0% w/w /

He 6onee 7,0 %

10 Residual solvents by GC/ OcTtaTouHble OpraHH4ecKHe pacTBOpPUTEH

Isopropyl alcohol /
Uzonponanon

09 pg/tab /
09 Mkr B TabneTke

Not more than 350 pg/tab /
He 6oinee 350 Mxr B TabneTKe

Remarks: The Product conforms to ND/

ITpumeuanue: Ipoaykt coorercTByeT Tpeboanusm HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Santosh IIpoeepeno: Pardeep Kumar | OnoGpeno: Menemwxkep// Pykoponutenb
Kumar Maurya (6 Abhishek Chauhan / [
I
— QL——:" ‘\ |
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.04.2024 JHara: 24.04.2024 Hara: 24.04.2024

Registered Uthice: ¥-2-33/, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 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

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon® Dkcnpecc (ketoponak) TabeTku, JMCneprupyemsle B noyiocty pra, 10 mr

Batch No / : V2400608 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab
Analytical Report No / : 040002496189 Date of Analysis / 1 24.04.2024
AnanuTHYeckHi oTuer Ne Jara ananmnza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JlaTa mpou3BoacTBa T'open mo

Analysis performed according ND / Auanu3 nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Page 6 of 8 / Ctp. 6 u3 8

11 | Microbial enumeration tests / Mukpo6uosioruieckast Yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obmtee gyucno He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpTraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O01ee He 6onee 100 KOE/r
YHCTO JPOMNOKEBBIX U
TUIECHEBBIX IPUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBUe B 1 1
12 Uniformity of dosage units / 4.9 Acceptance value (AV) not more than
OaHopoAHOCTb 15.0 / Ilpuemounoe 3Hauenue (AV) He
J03UPOBAHMSA 6onee 15,0.
13 | Assay/KoaudecTBeHHOe 10.0 mg/ 10.0 mMr From 90mg to 11.0mg of
onpejeyieHHe (100.2 %) CisH13sNO3*C4H | 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(e} 1 1,0 Mr C15H13N03'C4H11NO3
(xeroponaka TpomeramuH) (ot 90,0 o
110,0 % oT 3asBIEHHOr0 KOIHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0933 mg/tab / Not less than 0.042 mg/tab /
content / Copep:xkaHue 0.0933 mr B TabneTke He menee 0,042 mr B TabneTke
Gy THIATHAPUKCHAHNIOILA

Remarks: The Product conforms to ND/
Ilpumeuanue: IlpogykT cooTBeTcTBYeET TpeboBanuam HJI

Conclusion: APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxprorosneno: Santosh , Ipoeepeno: Pardeep Kumar | Ono6peno: MenemKgp / PykopoauTens
Kumar Maurya i Abhishek Chauhan/
= ) .
QL"’, \ )
Reprint Date / Reprint Date / Reprint Date / = !
Jara: 24.04.2024 Jara: 24.04.2024 Jlara: 24.04.2024

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@drraddys.com

CIN: L85195AP1984PLCO04507
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

CEPTHO®UKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Ketopon® Dkenpecc (ketoposak) TableTKH, AMCTIEPrUpyeMbIe B OJIOCTH pTa, 10 Mr

Batch No / : V2400608 Batch Quantity / : 3600000 tab /
Cepust Ne O6beM cepun 3600000 Tab
Analytical Report No / : 040002496189 Date of Analysis / : 24.04.2024
AHAJIMTHYEeCKHH oTUeT No JlaTa anananza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara mpon3BoacTBa I'ogen no

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

Page 7 of 8 / Crp. 7 u3 8

15 | Package/ YmakoBka 10 tablets in a blister of | 10 tabletsin ablister 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 | Ttabnetok B 6Gnuctepe us (ITA/AJI/IID ¢
pack. / Ilo 10 rabnerox B | Bnaronornoturenem/II1IBII) doneru /
omuctepe w3z (TA/AJVIID ¢ | (IID/AJT) ponbru. ITo 1 unu 2 6auctepa
Biaronorioturenem/I13BIT) ¢ MHCTPYKUHEH @0 NPUMEHEHHIO B
donwru // (II3/AJT) doneru. IMo | mauky KapTOHHYIO.

2 6nucrepa ¢ MHCTPYKLHEH IO
NPUMEHEHUIO B nayKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootBetcTBuu ¢ H/J
17 | Storage conditions / Below 25 °C. / IIpu Temneparype He Boiie 25 °C.
XpaHenune
18 Shelf life / Cpox rogHocTH 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.
* [Ipu BeImycKe JIEKAPCTBEHHOI0 MpenapaTa KOHTPOJIb KayecTBa Mo nokasatenio «Mukpobroyornueckas
YUCTOTa» NPOBOAUTCS A5 Kaxao# 20-o0ii cepuu, M ISl OAHOI cepHH B roft, B 3aBUCUMOCTH OT TOTO, 4TO

HAaCTYIIUT paHbLIE.

Remarks: The Product conforms to ND/

ITpumeyanue: IIpoayxT coorseTcTBYET TpebGoBanram HJI

Conclusion: APPROVED /
3akmouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneno: Santosh [Mpoeepeno: Pardeep Kumar | Opobpeno: Menemiep/ PykopoanTtens
Kumar Maurya e Abhishek Chauhan ; /

= - .
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.04.2024 Jara: 24.04.2024 Hara: 24.04.2024

Regislered 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: .85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND}A
Tel: +91 98166 56001-02

www.drreddys.com

CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon™ Dkenpece (ketoponak) TableTKH, JUCIIEPrupyeMble B MOAOCTH pTa, 10 Mr

Batch No / 1 V2400608 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002496189 Date of Analysis / 1 24.04.2024
AHaquTHYeCKH oTyeT No JlaTa anannza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jata npon3BoacTBa T'onen no

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

Page 8 of 8/ Crp. 8 m3 8

API name / Haumenosaune A®C:

Ketorolac tromethamine / Ketoponaka

Homep cepun cyoctanuuu npoussoaurens [JIQP:

TPOMETAMHUH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABRH001225
Homep cepuu nponspoauteas APC:
FP Manufacturer API Batch number / FERA00142

API Manufactured by & country /
Ilpouseoantenb APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pepnu'c JlaGoparopuc Jita., Unaus

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
INprmeuanne: [TpoaykT coorBeTcTBYeT Tpebosanuam HJI 3axmwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Managet/Executive /
[Noarorosnexno: Santosh [Mposepeno: Pardeep Kumar | Onobpeno: Menemie / PykoBopuTenb
Kumar Maurya Oﬁc E Abhishek Chauhan / _ /

= \d =
Reprint Date / Reprint Date / Reprint Date / !
Jlara: 24.04.2024 Jara: 24.04.2024 Hara: 24.04.2024

Regiswered ullice! -2-357, Rodd I8N0, 3, gdnjard HIlls, Hyderabad - 300034, (aldigand, idle
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



