Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIA3A

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
| Mpoayscr: Keropon™ Dkcnpece (Keroposak) TaGAeTKH, AUCNEprupyemsie B NoaocTH pra, 10 Mr

Batch No / : V2302109 Batch Quantity / : 3600000 tab /
Cepna Ne Obbem cepun 3600000 rab
Analytical Report No / : 890001695842 Date of Analysis / 1 26.10.2023
Ananurugeckuii oruer Ne Jata ananusa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Hara npoussoacrea Tonen no

Analysis performed according ND / Amanus nposesen no HI:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, namenenue Ne2 or 11.11.2022)

Page10f8/Crp. 1u3 8

No

No Test / llokxa3arens

Results / PeaynbTathl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnele, miockue
Tabnetkn ¢ ¢ackoil, cperno-
XKENTOTO LIBETA C IPaBHPOBKOM
«l» Ha ORHO¥M cTOpOHE.

Light yellow round flat beveled tablets
with "|' debossed on one side. /
Kpyribie, mnockue TabineTku ¢ dackot,
CBETJIO-KEJITOrO LBETA ¢ I'PABUPOBKOA
«l» Ha OZIHOI CTOpPOHE.

2 Identification / MognuuEOCTE

Ketorolac / Kemoponax

a) Byuv/
V@-cnektpodoTomMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 ). / YW-cnekTpsr
TIOTJIOLIEHHS UCIILITYEMOIO pacTBOpa M
pacTsopa  craHAapTHoro  obpasua
KeTOpo/jiaka TPOMETAMHHA  IOJDKHEI
HUMETh MaKCHMYMBI [IPH OAHOMU U TOM Xe
IUTMHE BOJHHI (£ 2 HM).

Remarks: The Product conforms to ND/
[pumeuanue; lpoaykr cooTsercrayer TpeGosarmsam HIT

Conclusion: APPROVED /
3axmouenne: QJJOSPEHO

Prepared by /
Ioaroroeneno: Ranjeet

@/.

Checked by /
[Iposepeno: Santosh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxkep / PykoBoauTeNTs

Abhishek Chad{_/\

Reprint Date /
JHara: 26.10.2023

Maurya %
Reprint Date /

Hata: 26.10.2023

Reprint Date /
Hata: 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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUDHKAT AHAJTHA3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Diéintegrating Tablets 10 mg
Ipomykr: Keropon® Skenpece (keroponak) TabneTky, AUCIEprupyeMble B IOIOCTH pTa, 10 Mr

Batch No / : V2302109 Batch Quantity / :+ 3600000 tab /
Cepus No O6beM cepun 3600000 Tab
Analytical Report No / : 890001695842 Date of Analysis / : 26.10.2023
AHajMTHYeCKHH oTyeT Ne JlaTta anaamsa

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

Analysis performed according ND / Ananus nposegen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel or

27.12.2021, namenenne Ne2 or 11.11.2022)

Page2 of 8/ Crp. 2 m3 8

No

No Test / IlokazaTennb

Results / Pe3ynpraThl

Specification / Hopma

b) By HPLC / B3XX

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 yaepXHBaHHA
OCHOBHOTO I[IMKa Ha XpOMaTorpaMme
HCIBITYEMOrO  pacTBopa  MOJDKHO
COOTBETCTBOBATh BPEMEHH
yIOEPKUBaHMA OCHOBHOTO MHMKA Ha
XpOMaTorpaMme pacTBOpa
CTaHOApPTHOTO KETOpoJiaka
TpOMeTaMHHa (pazzen
«KOJIHIECTBEHHOE OTIPEIETCHHEY).

obpasua

Remarks: The Product conforms to ND/
Ipumeuanue: ITpoaykT cooTBercTByeT TpeboBanmsaM HJJ

Conclusion: APPROVED /
Zaxmouenne: OJJOEPEHO

Prepared by /
IlogrorosneHo: Ranjeet

N

Checked by /
Ipoeepeno: Santosh Kumar

Maurya @\/

=

Approved by: Managet/Executive /
Omno6peno: Menemxep / Pykosoaurens

Abhishek cnmb

Reprint Date /
Hara: 26.10.2023

Reprint Date /
Hara: 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: L85195AP1984PLC0O04507
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 1, 491 98166 56001-02
mw www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Diéintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dxenpecce (keToponak) TabneTxkH, AUCIIEPrHpyEMbIE B TIOJIOCTH PTa, 10 mr

Batch No / : V2302109 Batch Quantity / : 3600000 tab /
Cepun No O0bem cepin 3600000 Tab
Analytical Report No / : 890001695842 Date of Analysis / 1 26.10.2023
Anajiuruieckuii oruer No JlaTa ananu3a

Date of Manufacture / : 10-2023 Date of Expiry / - 09-2025
Jara nponssoacTBA Tonen oo

Analysis performed according ND /:Ananu3 nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nsmenenne Nel or

27.12.2021, uamenenune Ne2 ot 11.11.2022)

Page3of 8 /Crp.3m3 8

.I;L? Test / IToxazaTenn Results / Pe3ynbTath! Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTH butylhydroxyanisole peaks on the
Gy THATHAPOKCHAHH30N 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 yHepXHBaHWA
OMKOB 2-0YTHIrMADOKCHAHU30IA U
3-6yTHNITHAPOKCHAHU301I2 Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTBopa MOJDKHBI COOTBETCTBOBAThH
BpeMeHaM yIaep>KHBaHUA TIMKOB
2-0yTHIrAAPOKCHAHH30JIA u
3-6yTWIrHIPOKCHAHM30NA Ha
XpOMaTorpaMme '‘pacTropa
CTaHAApTHOIO obpasma
OyTHITHIPOKCHAHU30NA (pazmen
«CopnepxaHue

6YTWIrHOPOKCHAHH30TIAN).

mMacca

4 Average weight / Cpeanssn

69.5 mg/ 69.5 mr

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

Remarks: The Product conforms to ND/
Tpumeuanue: [Ipoaykr coorsercTeyer Tpeboranmam HJJ

Conclusion: APPROVED /
3akmouenne: QOBPEHO

Prepared by /
IToaroroeneHo: Ranjeet

Checked by /

Maurya

*

—

Iposepeno: Santosh Kumar

Approved by: Manager/Executive /
Ono6peno: Mexejukep / PykoBonuresns
Abhishek Chaulian

Reprint Date /

Hara: 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 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 1./, ,91 98166 56001-02
W_A www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Ketopon™ 3kenpece (ketoponak) TabaeTky, AHCTIEPrupyeMbie B M010CTH pTa, 10 Mr

Batch No / : V2302109 Batch Quantity / : 3600000 tab /
Cepusa Ne O0BeM cepHH 3600000 Tab
Analytical Report No / : 890001695842 Date of Analysis / : 26.10.2023
AnanurHueckuii oryer Ne JlaTa aHanu3za

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jara nponsBoicTBa T'open no

Analysis performed according ND / Aranus nposegen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel ot

27.12.2021, uzmenenne No2 or 11.11.2022)

Page 4 of 8 / Crp. 4 1n3 8
%0 Test / IlokazaTenn Results / PezynsTaTst Specification / Hopma

Uniformity of weight /
OQHOPOXHOCTHL MaccLt

Complies / CooTBeTCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than £ 20 % /
18/20 Tabnerox — He OGomee + 10 %
2/20 TabneTok — He 6onee = 20 %

5 Disintegration time /

00 min 27 sec / 00 MmuH 27 cex

Not more than 3 min / He 6onee 3 MuH

PacnagaemocThb
6 Dissolution / PacTBoperne Unit-1/ Ta6n-1 98% Not Jess than 75% (Q) of |
h C1sH13NO3+C4H 11 NO3 (ketorolac
Unit-2/ Tabn-2 98% tromothamino) in 15 min / Ilo morco
Unit-3 / Ta61-3 97% 75% (Q)  CisHisNO3°C4H; NOs
. . (keTopoNaka  TPOMETaMMH)  depes
Unit-4 / Tabn-4 95% G i
Unit-5 / Tabn-5 95%
Unit-6 / Ta6n-6 95%

7 Fineness of Dispersion/
JlucnepcHocTh

Complies / COOTBETCTBYET

A uniform suspension passing through a
710 pm sieve is formed. / O6pasyercs
ONHOPOMHAs CYCIICH3WsA, NpPOXOXfINas
CKBO3b CHTO C pa3MepOM OTBEpPCTHH
710 MxM.

1 Remarks: The Product conforms

Ipumeuanue: Ilponyxr cooTBeTcTBYeT Tpebobanusm H]I

to ND/

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoaroroeaeno: Ranjeet

@

Checked by /
[Tpoeepeno: Santosh Kumar

Maurya m

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTens

Abhishek Chatthan

Reprint Date /
Jara: 26.10.2023

Reprint Date /
Hara: 26.10.2023

Reprint Date /
JlaTta: 26.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indla
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: LB5195AP1984PLC004507
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 /. /o1 08166 56001-02
CEPTUDUKAT AHAJM3A TR et

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Sxcnpecc (keroponak) Tabnerky, Aucneprupyemsie B IonocTH pra, 10 mr

Batch No / : V2302109 Batch Quantity / :+ 3600000 tab /
Cepusn Ne O0bem cepHH 3600000 Tab
Analytical Report No / : 890001695842 Date of Analysis / : 26.10.2023
AHaJIMTHYECKHId 0TYeT Ne JlaTa anajn3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTa npoM3BoaCTBA Tomen no

Analysis performed according ND / Ananuz npopesen mo HJI:
J1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenme Nel or

27.12,2021, n3amenenne Ne2 or 11.11.2022)

Page5of 8 /Crp. Su3 8

8 Related impurities / PoncTBesHsIe mpamecn

1 -THAPOKCHAHAIO!
KEeTopoJiaka

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /

0.0010%)

ketorolac 1-keto analog/

Hwxe npexncna obuapyxenus (110 =

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

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

1-KeToaHaNor KeToposiaka 0.03% .
Any unidentified impurity / Not more than 0.5 % / He Gonee 0,5 %
eIHUYHAs 0.02 %
HeMIEHTH(HUIMPOBAHHAS
TIpEMeECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumMeceit
9 Water / Bona 23% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouyHble OpraHn4ecKne pacTBOPHTENTH

Isopropyl alcohol /
Hzomnponanon

04 pg/tab /
04 Mkr B TabneTke

Not more than 350 pg/tab /
He 6osee 350 MKr B TabneTke

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: IlponykT coorsercTyer TpeboBanusam HJ| 3axnioyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarotoeneHo: Ranjeet [Tposepeno: Santosh Kumar | Opo6peno: Meneasep / Pykosoautens
Maurya Abhishek Chauha

(D - \
Reprint Date / Reprint Date / Reprint Date /
Jara: 26.10.2023 Hata: 26.10.2023 Hara: 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 2989, Email: mail@drreddys.com
CIN; L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ‘f"

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 AHAJA3A . drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ Mponyrer: Ketopon™ Bkenpece (keroponak) tabneTku, AUCHeprapyemee B Noja0cTH pra, 10 Mr

Batch No/ : V2302109 Batch Quantity / : 3600000 tab /
Cepusi Ne O0nem cepun 3600000 Tab
Analytical Report No / : 890001695842 Date of Analysis / : 26.10.2023
AnanuTHYecKnil oruer Ne Jara apaanza

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTa npoH3BoacTBa T'open a0

Analysis performed according ND / Ananu3 nposenen nmo HJI:
JI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel ot

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page 60of 8/ Crp. 613 8

11 | Microbial enumeration tests / Muxkpo6uonornueckas yucrora*
a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / Ob1ee yucno NA He 6onee 1000 KOE/r
a3pobHBIX MUKpO-
OpTaHHU3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O6inee NA He 6onee 100 KOE/r
YHCIIO OPOAOKEBBIX
IUIECHEBBIX IPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBHE B 1 T
12 | Uniformity of desage units / 5.5 Acceptance value (AV) not more than
OxHopoaHocTh 15.0 / IlpuemouHoe 3HaueHue (AV) He
[O03UPOBAHMUS 6osee 15,0.
13 | Assay/ KonuuecTseumnoe 9.9mg/9.9wmr From 90mg to 11.0mg of
onpepeseHye (98.9 %) Ci1sH13NO3*C4H; 1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 1 1,0 Mr C15H[3N03'C4H1 1N03
(xeToponaka tpomeramus) (ot 90,0 no
110,0 % oT 3asBJIEHHOTO KOJIUYECTRA) B
Tabnerke

Remarks: The Product conforms to ND/

Conclusion: APPROVED /
3akaruenne: OJOBPEHO

Prepared by /
IMogrotoeneno: Ranjeet

Checked by /
[posepeno: Santosh Kumar
Maurya

—_—

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

Abhishek GhauhuL\

Reprint Date /
Jara; 26.10.2023

Reprint Date /
Hara: 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: L85195AP1984PLCC04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@
! °® Formulation Unit-6
Dl'.; Reddy S ‘-. Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P.,, 173 205, INDJA
CERTIFICATE OF ANALYSIS 1. 91 93166 56001-02
MM www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon™ Sxenpece (ketoponak) TabneTkH, AMCneprapyemsie B nonocTd pra, 10 Mr

Batch No / : V2302109 Batch Quantity / : 3600000 tab /
Cepnn No Obuem cepun 3600000 Tab
Analytical Report No / : 890001695842 Date of Analysis / : 26.10.2023
Apamrrayecknit oruer Ne Jara anannaza

Date of Manufacture / : 10-2023 Date of Expiry / » 09-2025
Hdara npou3BoacTBa Topen xo

Analysis performed according ND / Ananns nposegen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3mMenenne Nel or

27.12.2021, namenenne No2 ot 11.11.2022)

Page7 of 8/ Crp. 7n3 8
14 | Butylhydroxyanisole 0.0977 mg/tab / Not less than 0.042 mg/tab /
content / CogepxaHue 0.0977 Mr B TabneTke He menee 0,042 mr B Tabnerke
GyTHArHAPOKCHMAHM3012
15 | Package/ Ynakoska 10 tablets in a blister of | 10 tabletsina blister 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 6aucrepe us (ITA/AJV/II3 ¢
pack. / ITo 10 Tabnerox B | Braromornorutenem/II3BIT) donbru //
Gnucrepe u3s ([TA/AJVIID c | (IID/AJT) donern. [o 1 wiu 2 6nuctepa
BraronoriaotureneM/I[15BIT) C UHCTPYKLHMEH I10 NPHMEHEHHIO B
donsru // (II13/AJ]) donsru. [To | nayxy KapTOHHYIO.
2 6nucrepa ¢ HHCTpYKLMEH IO
NPUMEHEHHIO B HayKy
KapTOHHYIO.
16 | Labeling / MapkupoBka According to ND / B cootsetcTBHH ¢ H]
17 | Storage conditions/ Below 25 °C. / Ilpu Temnepartype He sbime 25 °C.
XpaneHue
18 | Shelflife / Cpok roanocTn 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.

* IIpu BbImyCKe JIeKAPCTBEHHOTO NIPeNapaTa KOHTPOJIL KAYeCTBa 10 NoKa3aTenio «MHKpoGHoI0rHIecKas
YUCTOTa» NMPOBOANTCA [JIst Kaaok 20-0ii cepuM, MU I ONHOI CepHH B O, B 3aBUCHMOCTH OT TOr0, 4TO
HACTYIINT padblie,

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

[Ipumeyanne: ITpoaykr cooTBeTcTBYET TpeboBanuam HJT 3axmoyenne: OJJOBPEHO

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

[omroroeneno: Ranjeet IIposepeno: Santosh Kumar | Ono6peno: Menemxkep / PykoBoautesns
s Maurya Abhishek Chauha

Reprint Date / Reprint Date / Reprint Date /

Jara: 26.10.2023 Hara: 26.10.2023 Hara: 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 ":‘

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

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

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02
CEPTHOHUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Skenpece (keroponak) TabieTku, Aucieprapyemsie B nogocty pra, 10 mr

Batch No / : V2302109 Batch Quantity / : 3600000 tab /
Cepus Ne O61beM cepun 3600000 Tab
Analytical Report No / : 890001695842 Date of Analysis / : 26.10.2023
AnaguTHYecKHif oTyeT No JlaTa ananu3a

Date of Manufacture / : 10-2023 Date of Expiry / ¢ 09-2025
Jata npousBoicTBa T'ogen no

Analysis performed according ND / Ananu3 nposenen no HJ:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, namenesne Ne2 or 11.11.2022)

Howmep cepun cybcTanuun npoussoautens [JID:

Page 8 of 8/ Crp. 8u3 8
API name / HanmenoBanune A®C: Ketorolac tromethamine / Ketoponaka
TPOMETAMUH
INN / MBH: Ketorolac / Keropoak
AP1 manufacturer batch number /
Howmep cepuu nponzpoaurtens ADC: et ag
FP Manufacturer API Batch number / FEQA00447

API Manufactured by & country /
IIpousBonurens A®C, crpaHa:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jlaboparopuc JIta., Uuaus

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

T

Ilpumeuanue: IIpoaykT cootBeTcTBYET TpeboBaHuam H]L

3axarouenne: ONOBPEHO

Prepared by /
Ilogroroeneno: Ranjeet

(-

Checked by /
IIporepeno: Santosh Kumar

Maurya @v\

e

Approved by: Manager/Executive /
Opobpeno: Menemkep / PykoBoauTeb

Abhishek Chauh&/\

Reprint Date /
Jlata: 26.10.2023

Reprint Date /
Jlata: 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 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




