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

@ .
L/ o Vill. Khol, Nalagarh Road, Baddi,
Dr‘ Reddy S ‘.. Distt. Soian, H.P,, 173 205, iNDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keToposiak) TabeTKH, AHCIeprupyeMble B MoJocTH pra, 10 mr

Batch No / : V2401387 Batch Quantity / : 3600000 tab /
Cepus Ne O0neM cepun 3600000 Tab
Analytical Report No / : 040002601657 Date of Analysis / : 26.07.2024
AHaauTHYECKHH 0TYeT N2 JaTa ananuza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
/JaTa IpoM3BOACTBA TI'open g0

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

Page 1 of 8/ Ctp. 1 m3 8

No

No Test / TlokasaTenn Results / PesynpTaThl 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. / Kpyraele, tiockue | Kpyrisle, ninockue TabneTku ¢ packol,
Tabnerkd ¢ (¢ackoi, CBETIO- | CBETJIO-KEITOro LIBETa ¢ IPAaBUPOBKOM
JKENTOro IBeTa C IpaBUPOBKOH | «|» Ha OHOM CTOPOHE.
«I» Ha OXHOM CTOpOHE.
2 Identification / [TojuinHHOCTH
Ketorolac / Kemoponak
“a) ByUv/ Complies / CoOoTBETCTBYET UV spectra of the test solution and
Y@-cnekrpodoTomeTpust ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnieKkTpsl
TOTJIOMIEHUS HCILITYEMOTO pacTBopa
pacTBopa  cTaHgapTHoro  obpasua
KETOpOJiaka TpOMeTaMUHA  JOJIKHBI
HUMETh MAKCUMYMBI IIPH OJTHOM U TOH ke
IUTHHE BOJIHEI (+ 2 HM).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: [Iponykr cooTBeTcTBYET TpeboBaHuAM HJI 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[oarorosneno: Jitendra Mate | Ilposepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosoaurens

/&] )ﬂ/ Maurya % Pavan Kumar Sharma ~ _f,

Reprint Date/ 77 Reprint Date / Reprint Date /
JlaTta: 26.07.2024 Jara: 26.07.2024 Hata: 26.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4800 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: LS5195AP1984PLCCOARDT
www.drreddys.com



Dr.Reddy’s QE‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Keropon® Dkenpece (keToposiak) TabieTk . aucreprupyembie B nosnocty pra, 10 mr

Batch No / : V2401387 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6bem cepun 3600000 Tab
Analytical Report No / : 040002601657 Date of Analysis / : 26.07.2024
AHamuTHYecKH# oTueT No JlaTa aHa/H3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
data npoM3BoAcTBA T'oaen mo

Analysis performed according ND / Ananns nposenen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2of 8§/ Crp. 2 uz 8

No

Test / [Toka3aTensb
No

Results / Pe3ynpraThl

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 ynepkuBaHus
OCHOBHOIO MHKa Ha XpoMaTorpamme
UCIILITYEMOrO  pacTBopa  AOJDKHO
COOTBETCTBOBATD BpEeMEHH
yIOEep)XHUBaHUS OCHOBHOTO MHKa Ha
XpoMaTorpamMme pacTBopa
CTaHJApPTHOIO KeTopoJjiaka
TpOMETaMHHA (pazzen
«KOJIMYECTBEHHOE OTIPELEICHHEN).

obpasiua

Remarks: The Product conforms to ND/
Ipumevanue: IIpoaykt coorBeTcTBYeT Tpebopanuam H/J

Conclusion: APPROVED /
3axnrouenue: OJOBPEHO

Prepared by /
Ioarorosseno: Jitendra Mate

Checked by /
Iporepeno: Santosh Kumar

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

Pavan Kumar Sharma [, !

7

Reprint Date
Jata: 26.07.2024

Maurya
G
Reprint Date /

Hara: 26.07.2024

Reprint Date /
ara: 26.07.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: 191 40 4500 2900, Fax: +91 40 49C0 2999, £mail: mail@drreddys.com

CIN: L85195AP1984PLCOO
www.drreddys.com
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Dr.Reddy’s Q;'."

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Okcrnpecc (keToposak) TabneTkH, AUCTepriupyembie B TIONOCTH pra, 10 mr

Batch No / : V2401387 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002601657 Date of Analysis / : 26.07.2024
AHaJTuTHYECKNH oTUyeT No JlaTa aHaIHM3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jara nponsBoacTBa T'omen Ao

Analysis performed according ND / Anasn3 nposeaen no H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 3 0of 8/ Crp. 3 u3 8

Jl:]o Test / [loka3zaTeab Results / Pe3yabTathl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoanuHHOCTL butylhydroxyanisole peaks on the
Oy THJTHAPOKCHAHHU3OJT 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 yaepXHBaHUA
[MMKOB  2-OyTHITHOPOKCHMAaHU30/Ia H
3-0yTWIrHIPOKCHAHU30J1a Ha
XpoMaTorpaMme HCIIBITYEMOI0
pPacTBOpPa JOMDKHBI COOTBETCTBOBAThH
BpeMeHaM YAEpKMBaHHA MTHKOB
2-6yTHITHAPOKCHAHU30JIa u
3-6yTHIrHAPOKCHAHU30J1a Ha
XpoMmaTorpamme pacTBopa
CTaHAAPTHOTO obpasua
OYTUIrHAPOKCHAHU30J1a (paznen
«CopepxaHue

OYTUITMAPOKCHAHU3O0IIAN).

Macca

4 Average weight / Cpenuss

68.6 mg/ 68.6 M

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr no 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/
ITpumeuanue: [IpoayKT cooTBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3axmouyenune: OJJOBPEHO

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

Ionroroeneno: Jitendra Mate | Ilposepero: Santosh Kumar | Omo6peno: Menemxkep / Pyiosonutens
L \ qf Maurya Pavan Kumar Sharma ¢, —

Reprint Date/ 1 ° / Reprint Date / Reprint Date /

Jara: 26.07.2024 Jara: 26.07.2024 Hata: 26.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4800 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com
CIN: L85 185AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®HUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxkcnpece (ketoponak) TabneTku, A¥cNeprapyeMpie B MojocTu pra, 10 mr

Batch No / : V2401387 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6bem cepun 3600000 Tab
Analytical Report No / : 040002601657 Date of Analysis / : 26.07.2024
AdanuTaYecKnii oTder Ne JaTa ananuza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
data nponspojcrsa T'oaen ao

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

Page4 of 8§/ Crp. 4u3 8

‘]1:'0 Test / IlokasaTenanb Results / Pe3ynbTathl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOPOAHOCTH MacChl 2/20 tablets - not more than + 20 % /

18/20 Tabneroxk — He Gomee + 10 %
2/20 tabnetok — He 6onee = 20 %

5 Disintegration time / 00 min 17 sec / 00 mun 17 cex Not more than 3 min / He 6onee 3 muH
PacnagaemocThb

6 Dissolution / PacTBopenne Unit-1/ Ta6a-1 99% Not less than 75% (Q) of

. Ci1sH13NQO3*C4H 1 NO3 (ketorolac
Unit-2 / Tabs-2 99% tromethamine) in 15 min / He Menee
Unit-3 / Tabn-3 101% 75% (Q)  CisHisNO3+CsH11NO;

. . (keToponaka  TpPOMETaMHMH)  Hepes
Unit-4 / Tabn-4 97% 15 e
Unit-5 / Tabn-5 99%

Unit-6 / Tabn-6 103%

7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a

HducnepcHocth 710 pum sieve is formed. / ObpazyeTcs
OMHOPOJIHASl CYCIEH3HUs, NPOXOonAlLas
CKBO3b CHUTO C pa3MepOM OTBEPCTHH
710 MKM.

Remarks: The Product conforms

Ilpumeuanwue: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJJ

to ND/

Conclusion: APPROVED /
3axkmouyenue: OJOBPEHO

Prepared by /
IMoarorosneno: Jitendra Mate

I\l

Checked by /
IlpoBepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyrosoautrens
Pavan Kumar Sharma

& ],""-'\——' —

Reprint Date /< = /
Jata: 26.07.2024

Reprint Date /
Hara: 26.07.2024

Reprint Date /
JlaTa: 26.07.2024

Registerad Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85295A4P1984PLCCO4507
wwyydrreddys.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, IND|A
Tel : +91 98166 56001-02

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxrt: Ketopon™ Dkenpece (keroponak) TaGneTku, Ancneprupyembie B nojocty pra, 10 mr

Batch No / : V2401387 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002601657 Date of Analysis / : 26.07.2024
AnanuTnyecknil oTder Ne JaTta aHanu3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npon3BoAcTBa I'omen a0

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

Page 50f 8/ Cip. 5u3 8

8 Related impurities / PoaecTeenHble npumecu

ketorolac 1-hydroxy analog /
1-ruppokcuaHanor
KeTopoJiaKa

ketorolac 1-keto analog/
1-KeToaHaNoTr KeTopoJiaKa

Any unidentified impurity /
eAMHAYHAS
HeraeHTUhUIMPOBaHHAS
npuMech

Below LOQ (LOQ = 0.0032 %) /
Huxe npeniena KOMHYeCTBCHHOTO
onpegenenus (ITKO = 0.0032 %)

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

0.04%

Not more than 0.8 % / He Goxnee 0,8 %

0.01%

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

Total impurities /
CymMma npumeceii

0.1%

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

9 Water / Bona

29%

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

10 | Residual solvents by GC/ OcTaTo4Hble OpraiHYecKye pacTBOPHTENH

Isopropyl alcohol /
H3omnponaxon

06 pg/tab /
06 MKr B TabneTke

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

Remarks: The Product conforms to ND/
IMpumeuanne: [IponykT coorsercTByeT Tpebosanusam HJI

Conclusion: APPROVED /
3axmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Jitendra Mate | Ilposepeno: Santoﬁumar Onobpeno: Menemkep / PysoBoaunrens
Pac\ Maurya > Pavan Kumar Sharma <
% JJ i grens =
. — - . -
Reprint Date / Vil f Reprint Date / Reprint Date /
Jara: 26.07.2024 Jara: 26.07.2024 Jara: 26.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Tclangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@dn addys.com

CIN: L8S1954P1984PLCO0AS07
wvrwv.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOHKAT AHAJIM3A

www.drreddys.com

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

Ipoaykr: Ketopon®™ Dkcnpece (keToposiak) TabieTkH, AucreprupyeMslie B noaoct pra, 10 mr

Batch No / : V2401387 Batch Quantity / : 3600000 tab /
Cepust Ne Oonem cepun 3600000 Tab
Analytical Report No / : 040002601657 Date of Analysis / 1 26.07.2024
AHANHTHYECKHH oTueT No JaTa anainza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
dara nponsBoicrsa TI'ozen o

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

Page 6 of 8 / Crp. 6 u3 8

11 | Microbial enumeration tests / Mukpoouosornyeckast 4ucTora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee uucno He 6onee 1000 KOE/r
a3pOOHBIX MHKpO-
OpPTraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He 6onee 100 KOE/r
YUCIIO JPOXOKEBBIX U
IUIECHEBBIX IPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBHE B 1 T
12 | Uniformity of dosage units / 3.8 Acceptance value (AV) not more than
OaHOpoAHOCTD 15.0 / IIpuemouHoe 3Ha4deHue (AV) He
Z03MPOBAHHA 6onee 15,0.
13 | Assay/KonuuecTtBeHHOE 9.8mg/9.8 Mr From 90mg to 11.0mg of
ompeaesieHue (97.6 %) C1sH3NO;3+C4H; 1 NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
10 11,0 Mr C15sH13NO3C4H | 1NO3
(xetoponaka tpometamuH) (ot 90,0 mo
110,0 % OT 3aABIEHHOIO KOIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0890 mg/tab / Not less than 0.042 mg/tab /
content / Conep:xaHue 0.0890 mr B TabneTke He menee 0,042 mr B Tabnetke
Oy THJITMAPOKCHAHU30/12

Remarks: The Product conforms to ND/
ITpumeuanne: IIponyxr coorBercTBYeT TpeboBanmsam HJI

Conclusion: APPROVED /
3akmwouenne: OJOBPEHO

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

HoxroroeneHo: Jitendra Mate | Ilposepeno: Santosh Kumar | Onobpeno: Menemkep / PykosoanTens
Q}}\f %/ /Maurya & Pavan Kumar Sharma ngh_)

Reprint Date / R ’m Reprint Date / Reprint Date /

Jara: 26.07.2024 Hara: 26.07.2024 Hata: 26.07.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000324, Telangana, india
Tel: +01 -10 4900 2900, Fax: +91 40 29C0 2999, Email: mail@drreddys.com

CIN: L851454P1984PLCO04507
www.drreddys.com




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

@e
) ‘.. Vill. Kho!, Nalagarh Road, Baddi
DI'. Red dY S ® Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTUDUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoayxrt: Keropon® Dkenpecc (ketoponak) TabneTk, AMCreprupyemble B ojocty pra, 10 mr

Batch No / : V2401387 Batch Quantity / : 3600000 tab /
|Cepust Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002601657 Date of Analysis / 1 26.07.2024
AnajuTndyeckuii oTyer Ne Jata ananunza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JdaTa npon3BoACTBA T'opeHn no

Analysis performed according ND / Ananns nposenen mo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7 of 8/ Crp. 7u3 8
15 | Package/ YnmakoBka 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. / Ilo 10
information leaflet in a carton | Tabierok B 6ymcrepe u3 (ITA/AJI/TID ¢
pack. / Io 10 Tabnetox B | BraromornoTutenem/II3BII) doneru //
6muctepe w3 (ITA/AJI/IID ¢ | (II3/AJ]) donsru. Ilo 1 unu 2 6nucTepa
piaronornorutenem/I12BIT) C UHCTPYKUMEH 110 TNpPHMEHEHUIO B
toneru // (I13/AJ]) doneru. o | navxy KapTOHHYIO.
2 6nuctepa ¢ MHCTPYKLMEH IO

NPHMEHEHHIO B navyKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootercTuu ¢ HI

17 | Storage conditions / Below 25 °C. / TIpu Temnepatype He Bbiie 25 °C.

XpaHenue

18 | Shelflife / Cpox roaHocTH 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 BLIMyCKe JIEKAPCTBEHHOTO Npenapara KOHTPOJIb KauecTBa o noKaszaTe/io «Viukpoduooruyeckas
YHCTOTa» NPOBOAUTCS AJIS Kaxaoii 20-0fi cepHU, UIH [JIsl OXHOM CepUH B rofl, B 3aBUCHMOCTH OT TOT0, YTO
HACTYNUT paHbllie.

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

[Tpumeuanue: IlponykT cootBercTByeT TpeboBanuam HJI 3aknrouenne: OJOBPEHO

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

IoarorosneHo: Jitendra Mate | [Tposepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosoantens
N\ j Maurya Pavan Kumar Sharma ~ <{z~——-

)y =
Reprint Date /4 / Reprint Date / Reprint Date /
Hara: 26.07.2024 Hata: 26.07.2024 Jlarta: 26.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4300 2500, Fax: +51 40 49C0 2999, Email: mail@drreddys.com
CIN: L85185AP1984PLCO0ARDTY
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 Tel : +91 98166 56001-02

CEPTUDHKAT AHAJIH3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropon” Dkenpece (keToponak) TabaeTky, AMCICPrupyemMbie B MOJIOCTH PTa, 10 Mr

Batch No / 1 V2401387 Batch Quantity / : 3600000 tab /
Cepus Ne Ob6bem cepun 3600000 Tab
Analytical Report No / : 040002601657 Date of Analysis / : 26.07.2024
AHAJMTHYECKHH oTueT Ne JlaTa ananuza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npon3BoACTBA T'ogen go

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

Page 8 of 8/ C1p. 8 u3 8

API name / HaumenoBanne ADC:

Ketorolac tromethamine / Ketoponaka

Homep cepun cyderanunn npoussoautens IJI@:

TPOMETaMUH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / ABRH002813
Homep cepun upoussonutens AOC:
FP Manufacturer API Batch number / FERA00195

API Manufactured by & country /
Ilpoussoautenb A®C, crpaHa;

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennn'c Jlaboparopue JIta., Mupud

Remarks: The Product conforms to ND/
[pumeyanne: [IpoaykT cooTsercTBYeT TpeboBanusam HJT

Conclusion: APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by / Checked by /

Maurya (

ey o

Iloarorosneno: Jitendra Mate | IIposepeno: Santo%umar Onobpeno: Menemxep / Prkosomirenb

Approved by: Manager/Executive /

Pavan Kumar Sharma

——

Reprint Date / ‘\,P// Reprint Date /
Hara: 26.07.2024 Hata: 26.07.2024

Reprint Date /
Hara: 26.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4900 2800, Fax: +91 40 4900 2999, Email: mnail@drreddys.com
CIN: L85195A4P1984PLCO0ASTY
www.drreddys.com



