Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd;
Formulaticn Unit-6

Vili. Khol, Naiagarh Road, Baddli,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

CEPTUOPHKAT AHATH3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayscr: Ketopon® Dxenpece (keToposiak) Tabieri, AMCreprupyemble B no10cTH pra, 10 Mr v
Batch No / 1 V2401670 Batch Quantity / : 3600000 tab /
Cepusn Ne O0bem cepHit 3600000 Tab
Analytical Report No / : 040002632015 Date of Analysis / : 28.08.2024
Ananuraueckiii order Ne Jara anainza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jara npousBoacTBA Togen no
Analysis performed according ND / Anasnus nposeaen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1of8/Ctp.1n3 8

No

N Test / IlokazaTens

Results / Pe3ynbrathl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrisle, rnmockue
Tabnetku ¢ ackoii, cBemo-
WEITOrO LBETA C [PaBUPOBKOI
«» Ha ofHOI1 CTOPOHE.

Light yellow round flat beveled tablets
with "" debossed on one side. /
Kpyrubie, niiockue Tabnetky ¢ dackoit,
CBETJIO-KENTOr0 UBETA € TPaBHPOBKOH
«l» Ha DAHON CTOPOHE.

2 Identification / [ToATHHHOCTE

Ketorolac / Kemoponak

"a) Byuv/

Y®-cnektpodoroMeTpus

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnexTpsl
MOTJIOLUEHHUS UCTIEITYEMOLO PacTBopa M
pacTBopa  cTaHRapTHOro  ofpasna
KETOpoNiaka TPOMETaMHMHa  JOJIKHBL
UMETb MAKCHMYMBI IIPH OHOM U TOH xe
JUTHHE BOJIHEI ( 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Ipumeuanue: [Tpoaykr cooTBercTByYeT TpedoBanuam HJL 3aknouenne: OJJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToagroroBneno: Pravesh Rana | ITposepeno; Santosh Kumar | OnoGpeno: Menensgep / Pykosoaurens
Maurya Q)ﬁ\_ Abhishek Chauhar

s = _/,f
Reprint Date / Reprint Date / Reprint Date / - :
Iara: 28.08.2024 Ilara: 28.08.2024 Jara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - $§00034, Telangana, Indis
Tel: +91 50 4900 2300, Fax: +51 40 4900 2999, Email: maii@drreddys.com
CiN: L85195AP1984PLCDD4507
wiyww.drreddys.com




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.
Formulaticn Unit-6

Vill. Khol, Maiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56C01-02

CEPTHOUKAT AHATH3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegl_'ating Tablets 10 mg

Ipoayxr: Keropon™ Skcnpece (keToposak) TafieTi, AHCHEPrupyemMbIc B [IONOCTH PTd, 10 mr
poay WIpELU RS OO TAX ICTEH, ALY ) L

Batch No/ : V2401670 Batch Quantity / : 3600000 tab /
Cepusn Ne ea—— O6bem cepun 3600000 Tab
Analytical Report No / : 040002632015 Date of Analysis / : 28.08.2024
AnpannrEdecKini oTyer No JaTa anaansa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jara npon3BOICTBA Togen po

Analysis performed according ND / Ananus nposegen no HJI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ Crp. 2 3 8

No

Test / IlokaszaTens
Ne

Results / Pe3ynbTathl

Specification / Hopma

b) By HPLC/B2XX

Complies / CooTeTcTBYET

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 ylepXHBaHHA
OCHOBHOI'O MHMKAa Ha XPOMaTorpaMMe
HCTILITYEMOTO ~ pacTBopa  JOJXKHO
COOTBETCTBOBATh BpEMEHH
VIEPKUBAHHS OCHOBHOTO THMKAa Ha
Xpomarorpamme pacTBopa

cTaHgapTHoro o6pasna KeTopoJiaka

TpOMETaMHHa (pazmen
«KonvdecTREHHOE ONIPEACTIEHNED).

Remarks: The Product conforms to ND/

TIpumeuanue: [lpoaykr cootBeTcTBYeT TpeboBanuam HJJ

Conclusion: APPROVED /
3axmouveune: OJJOBPEHO

Prepared by /
IToaroroBneHoO: Praveg__h Rana

)

Checked by /
[Mposepeno: Santosh Kumar
/ Maurya

Approved by: Managey/Executive /

‘Onobpeno: Mene ke / Pyxkosoauresns

Abhishek Chauhan

Reprint Date /
Jara: 28.08.2024

Reprint Date /
Jara: 28.08.2024

Reprint Date / | !
Jara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Filis, Hyderabad - S00034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L851954P1984PLCON4507

wwvedrreddys.com




Dr.Reddy’s Qi’-’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratcries Ltd.
Formulaticn Unit-6

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

CEPTUHDHKAT AHAJIW3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Dxenpece (ketoponak) Tabnerks, ancnieprupyemeie B nofocty pra, 10 mr

www.drreddys.com

Batch No / 1 V2401670 Batch Quantity / + 3600000 tab /
Cepus Ne |O6Bem cepun 3600000 Tab
Analytical Report No / :+ 040002632015 Date of Analysis / : 28.08.2024
AHaauTHYEeCKHIl oTyeT Ne JMaTa ananuza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jarta npon3soacTBa Tonen no

Analysis performed according

ND / Auamus npogeacn no HJI:

JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page30of8/Crp.3 3 8

JI:'O Test / IlokazaTens Results / Pcaynbrarhl Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
[MoannHHOCTH butylhydroxyanisole peaks on the
6y THNrHAPOKCHAHN3ION 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 yaepHBaHMA

MEKOB  2-OyTWIrHAPOKCHAHU3ONA U
3-6yTUNTHIPOKCHAHU301d Ha
XpOMaTOrpamme HCIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATHL
BpEMEHAM YAEpXKUBAHUA MTMKOB
2-0y TUNIrAAPOKCHAHH301a U
3-0yTHNrHAPOKCHAaHU30NA Ha
XpoMaTorpamMme pacTBOpa
CTaHIAPTHOrO obpasua
6yTUNTMAPOKCHAHU30IA (paznen
«ConepxaHne

OYTHICHAPOKCHAHH30J1a»).

4 Average weight / Cpeanss
Macca

70.1 mg /70.1 mr

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

Remarks: The Product conforms to ND/

[Tpumeuanue: [Ipoaykt cooTBeTcTBYET TpebosauuaM HJI

Conclusion: APPROVED /
3akawuenne: OAQBEPEHO

Prepared by /
Toarotosneno: Pravesh Rana

Checked by /
IMposepeHo: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Meunenssep / Pykopoaurerns

Maurya Abhishek Chauhan |
Woa o
Reprint Date / Reprint Date / Reprint Date /
JHara: 28.08.2024 Hara: 28.08.2024 Hata: 28.08.2024

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: L85195AP1984PLCO04507

wivwv.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.
Formulaticn Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distt. 5olan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUO®HKAT AHAJITH3A

www.drreddys.com

Product: Ketorol Express (kctorolac) Orally Disintegrating Tablets 10 mg

- o - ;
Hpoayxr: Ketopon™ Dkenpecc (keToposnak) TabieTky, AMCTICPripyeMBIC B NONIOCTH PTa, 10 mr

Batch No/ : V2401670 Batch Quantity / : 3600000 tab/ |
Cepus Ne O6neM cepiH 3600000 Tab
Analytical Report No / : 040002632015 Date of Analysis / : 28.08.2024
AnanuTHuecKHi oTyer Ne JaTa auanusa -

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026

JlaTa npoH3BOACTBA T'omen go

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

Page40of8/Crp. 4u3 8

No

Test / [TokazaTennb
No

Results / Pe3ynsTaTsl

Specification / Hopma

Uniformity of weight /
OxHOPOAHOCTHL MacCChl

Complies / CooTBETCTBYCT

18/20 tablets - not more than £ 10 % |
2/20 tablets - not more than £ 20 % /
18/20 Tabiretox — He Oosee £ 10 %
2/20 Tabnerox — He Gonee + 20 %

5 Disintegration time /

00 min 29 sec / 00 MmuB 29 cck

Not more than 3 min / He Gonee 3 MuH

PacnapacmocThb
6 Dissolution / PacTBopenue Unit-1 / Ta6n-1 100% Not less than 75% (Q) of
i C5sH13NO3*C4H | NO3 (ketorolac
Unit-2 / TaGn-2 LIS tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 104% 75% (Q)  CisHisNOs3-CsHiiNOs
. . (xeToposaka  TPOMETaMMH)  4epe3
Unit-4 / Tabn-4 100% 15 it
Unit-5 / Ta6bn-5 105%
Unit-6 / Ta6bn-6 101%

7 Fineness of Dispersion/
JducrepcHOCTH

Complies / CooTBeTCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / O6pasyeTca
OIHOpOfHAs CYCIEH3UdA, NpOXoisllas
CKBO3b CHTO C Ppa3MepoM OTBEPCTHH
710 MKM.

Remarks: The Product conforms to ND/

INpumMeuanne: IIpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

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

IToaroroeneno: Pravesh Rana | [Tposepeno: Santosh Kumar | Omobpeno: Mewneaaigp / PykosoauTes
v Z Maurya { Abhishek Chauhan |

Reprint Date / Reprint Date / Reprint Date /

Jlata: 28.08.2024 JlaTa: 28.08.2024 Jara: 28.08.2024

Pegistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490C 2900, Fax: +91 40 4900 2999, Email: mai!@drreddys.com
CIN: L85185AP1984PLC004507

www.drreddyz.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIU3A

Dr. Reddy's Laborateries Ltd,
Formulaticn 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
Tpoxykt: Keropon™ Sxenpecc (keropomak) Tabaerky, AUCHEPrupyessie B NONOCTH Pia, 10 mr

Batch No / : V2401670 Batch Quantity / : 3600000 tab /
Cepua Ne OGBem cepitit 3600000 Tab
Analytical Report No / : 040002632015 Date of Analysis / : 28.08.2024
AnanuTHyecKkmii oTaer Ne Jara anainza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jlata MpoH3BOACTBA ToxeH no

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

Page 50f 8/ Crp.Sn3 8

8 Related impurities / PoxcTBenHbIe npumMecH

ketorolac 1-hydroxy analog /
1-ruapokcHananor

Below LOQ (LOQ = 0.0032 %) /
I{uxe npenena KOTMICCTBEHHOTO
onpeaenerins ([IKO = 0.0032 %)

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

KeToposaka

ketorolac 1-keto analog/

1-keToaHanor keToponaka

0.04%

eTUHUIHAS
HenaeHTHHULMpOBaHHAsA
npumech

Any unidentified impurity /

0.0t%

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

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

Total impurities /
Cymma tpnmece

0.1%

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Bona

26%

Not more than 7.0% w/w /
He 6onee 7,0 %

10

Residual solvents by GC/ OcTaToutible OpraHnyecKkue pacTBOPHTEH

Isopropyl alcohol /
Hzonponanon

9 ug/tab/
9 Mkr B TabneTke

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

Remarks: The Product conforms to ND/
ITpumeyanue: IIponykt cooTeeTcTBYeT TpeboraHuam HJL

Conclusion: APPROVED /
Baknwyenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manhger/Executive /

Toarororiesy: Pravest Runy | Tpusepeny. Sautosh Kumar | Opo6peno: Meneakep / PyronoauTont
; Maurya { Abhishek Chauhan {

Reprint Date / Reprint Date / Reprint Date / ‘

Jlata: 28.08.2024 Hata: 28.08.2024 Jara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - SC0034, Telangana:, India
Tel: -+91 40 4900C 2900, Fax: +4%1 40 4300 2999, Email: maii@drreddys.com
CiN: L85195AP1984PLCON4507

wwhw.drreddys.com




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries ttd,
Formulaticn Unit-6

Vili. Khol, Naiagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02

CEPTUPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpogykT: Keropon™ Dkenpece (keToposiak) TabneTky, Aicieprupyessie B NoaocTu pra, 10 mr

Batch No/ : V2401670 Batch Quantity / : 3600000 tab /

Cepust Ne O0BeM cepuis 3600000 Tab
Analytical Report No / : 040002632015 Date of Analysis / : 28.08.2024
|AnanuTHYeCKHi oTyeT No Jara ananuza n
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026

Jlara mpon3BoAcTBA Tosen a0

Analysis performed according ND / Ananu3s nposcaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Crp. 6 3 8

11 Microbial enumeration tests / Mukpo6uosioruyeckas uncrora*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFUE )
Count / Obriee uncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pobAkIX MUKPO-
OpraH1i3MoB
b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and moulds count / Obuiee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIO APOROKEBBIX H
IUTECHEBBIX rpUbOB
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcyrcTByeTB 1 T OtcyrctBue B 1 1
12 | Uniformity of dosage units / 30 Acceptance value (AV ) not more than
OnHopoaHOCTL 15.0 / IIpuemouHoe 3Hayenne (AV) He
N03HPOBaHHSA Gonee 15,0.
13 | Assay/ KonuvecreenHoe 9.8 mg /9.8 Mr From 90mg to 11.0mg of
onpegceHne (98.4 %) CisH13NO3+C4H [ NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
mo 11,0mMr CisHiNO+CaHiNOs
(xeroponaka TpomeramuHt) (ot 90,0 no
110,0 % OT 3asBNEHHOrO KOJIUYECTBA) B
Tabnetke
14 | Butylhydroxyanisole 0.0928 mg/tab / Not less than 0.042 mg/tab /
content / CojgepxkaHue 0.0928 mr B Tabnerke He menee 0,042 mr B TabneTke
6y THIATHAPOKCHAHU3O0NA

Remarks: The Product conforms to ND/

[Ipumeuanue: IIpoaykT cooTBeTCTBYeT TpeboBanuam HJT

Conclusion: APPROVED /
Zakmoyenue: OJJOBPEHO

Prepared by /
Moarotvieny. Pruvesh Ruug

{

Checked by /
IMpusepev. Suiitvsh Kuusa
Maurya {/

v (B

Approved by: Manhger/Exccutive /
OuuGpenu, Meneudep / Tyrosomirrens
Abhishek Chauhan| (

Reprint Date /
Jara: 28.08.2024

Reprint Date /
Jara: 28.08.2024

Reprint Date /
Hara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900C 2900, Fax: +21 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCON4507

www.drreddys.com




Dr. Reddy's Laborateries Ltd.
Formulatien Unit-6 .

&o
D % ". Vill. Khol, Naiagarh Road, Baddi
r. Reddy S A Distt. 3alan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS i
CEPTHOUKAT AHAJIM3A VRGN SIS S

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hpopykr: Ketopon" Dkcnpece (keToponak) TabaeTki, AMCHEPriupyeMLIe B [I010CTH pra, Wme
Batch No / : V2401670 Batch Quantity / : 3600000 tab /
Cepust Ne Obnem cepun 3600000 Tab
Analytical Report No / : 040002632015 Date of Analysis / : 28.08.2024
AHanaTHYECKHH oTyeT No Jlara ananusa

Datc of Manufacture / : 08/2024 Date of Expiry / : 07/2026

Jata npoH3BoaCTEA T'open no

Analysis performed according ND / Ananns nposenesn no HJI:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7 of 8§/ Cip. 7 n3 8

15 | Package/ Ynakoska 10 tablets in a blister of | 10 tablets inablister 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 | Tabnetok B Guuciepe u3 (IMA/AJVIID ¢
pack. / Tlo 10 Tabnetox B | Bmaronornorutenem/II5BIT) donsru //
6muctepe w3 (TA/AJUTID c | ([1D/AJT) doseru. Io 1 win 2 6nucTepa
piaronorioruteneM/II3BIT) ¢ HMHCTpYKUWeHd no NpUMECHEHUIO B
¢onbru // (IID/AJT) ¢onsru. Ilo | madky KapTOHHYIO.

2 GnMcTepa € MHCTPYKLMeH Mo

TIPUMEHEHHUEO B TTayKy
KapTOHHY1O.

16 | Labeling / Mapknupoeka According to ND / B cootseTcTBMu ¢ H]T

17 | Storage conditions/ Below 25 °C. / [Ipn TeMniepatype he Boiie 25 °C.

Xpanenue |
i

18 Shelf life / Cpok roanoctu 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 BhINYycKe JICKAPCTBEHHOr0 NPENapaTa KOHTPOAb Ka4ecTBa o nokasatento «Mukpoduonoruieckast
YHCLU 148 HPUBUAK LU s KRaauull 20-08 Cepin, nan pin uanodi COpUE B Fof, B JADHCHMOCTI OT TOr0, "ITO

HACTYNIUT paHblue.

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

Tpumeuanue: IponykT coorBeTcTRYeT Tpebosanusm HJI Zaxmwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Mangger/Executive /

IToarotosnero: Pravesh Rana | [Tposepeno: Santosh Kumar | Onobpeno: Menenskep / PykoBonuresns
/] Maurya n}’;‘., Abhishek Chauhan |

Reprint Date / Reprint Date / Reprint Date /

Jlara: 28.08.2024 Jara: 28.08.2024 Hara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: #91 40 4900 2900, Fox: +41 40 4900 2999, Emasil: maii@drreddys.com
CIN: L85195AP1984PLCO0A507
wwnw.drreddys.com




Dr.Reddy’s €s¢

CERTIFICATE OF ANALYSIS

" Dr. Reddy's Laborateries Ltg.
Formuiaticn Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOHKAT AHAJIH3A

www.drreddys.com

Product: Ketorol Expréss_ (_kctorolac) _Oraﬁy Disintegrating Tablets 10 mg
MpoayxT: Ketopon™ BDxkcnpece (ketoposiak) Tabierin, AMCHCPripyembie B OIOCTH pra, 10 mr

Batch No / 1 V2401670 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepus 3600000 Tab
Analytical Report No / : 040002632015 Date of Analysis / : 28.08.2024
AHanHTHYECKHI oTyeT Ne JaTa ananmnia

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTta npon3BoACTBA T'oxen xo

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

Page8of 8/Cip.8m3 8

API name / Haumenoeanne ADC:

Ketorolac tromethamine / KeToponaxa

Homep cepun cyGeranuuu nponzsoanrens FJid:

TPOMETAMHH N
INN / MHH: Ketorolac / Ketoposak
API manufactirer batch number / ABRH004779
Homep cepuu nponssoantens ADC:
FP Manufacturer API Batch number / FERA00298

API Manufactured by & country /

ITpousBoguTens ADC, crpauna:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pepan'c JJadopatopuce JiTx, UHnns

Remarks: The Product conforms to ND/
Ilpumeuanue: IponyxTt cootBeTcTBYeT TpeboBanuam HJT

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Mahager/Executive /
[oarotopaeno: Pravesh Rana | TIpnsepeno: Santosh Knmar | Onnfipern: Mewefpwep / PYKoBOIHTEb
Maurya o Abhishek Chauhar
/ ury nau 13'\ - f
Reprint Date / Reprint Date / Reprint Date /
Jara: 28.08.2024 Jara: 28.08.2024 Jata: 28.08.2024

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: L85195AP1984PLC0O04507

www.drreddys.com




