Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIM3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Bkcnpece (keToponak) TaGleTKH, AUCIEPrUpyeMbie B 10A0CTH pTa, 10 Mr

Batch No / 1 V2400243 Batch Quantity / : 3600000 tab /
Cepust Ne O0BbeM cepun 3600000 Tab
Analytical Report No / : 040002437199 Date of Analysis / : 29.02.2024
AHanuTHYEeCKHH oTyeT No Jara anaauza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JdaTa npoH3BOACTBa Tonen a0

Analysis performed according ND / Ananus nposenen no HJI:
JIXI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot
27.12.2021, nzmenenune Ne2 or 11.11.2022)

Page 1 of 8/ Crp. 1 n3 8

1}? Test / Iloka3zaTennb Results / Pe3ynpTatsl 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. / Kpyrisie, rmiockue | Kpyrmible, miockue TabneTky ¢ Gpackoi,
TabneTkd C (ackoif, CBETIO- | CBETJIO-XKENTOro LBETa C IPaBHPOBKOM
XKEJITOro [BeTa C IPaBUPOBKOM | «I» Ha OJHOH CTOpOHE.
«» Ha OIHOM CTOpOHE.

2 Identification / [ToanuHHOCTD

Ketorolac / Kemoponax

a) ByuUv/
VY®-cnexkrpodoroMeTpus

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2nm). / Y®-cnekTps!
TOTJIOIIEHHS HCIILITYEMOI0 PacTBoOpa U
pacTBopa  CTaHZapTHOro  obpasua
KeTOpOJlaka TPOMETaMMHA  JOJDKHBI
HUMETh MaKCUMYMBI TIDH OJHOI 1 TOH e
JUTHHE BOJIHEI (+ 2 HM).

Remarks: The Product conforms to ND/
Ilpumeuanue: [IpoaykTt cooTBeTcTBYET TpeboBanusm HJL

Conclusion: APPROVED /
3akaouenne: OJOBPEHO

Jara: 29.02.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroneno: Santo [Tposepeno: Pardeep Kumar | Ono6peno: Menemkep / PykoBoautesb
Kumar Maurya & - f _ Manoj Kumar -

Reprint Date / Reprint Date / Reprint Date /

Jara: 29.02.2024

Jara: 29.02.2024

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: L85195AP1984PLC0O04507

ww.drreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laborateries 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
Hpoaykr: Keropon® Dkcnpecc (keToposak) TabneTku, JUCTieprupyemble B nonocTu pra, 10 mr

Batch No / 1 V2400243 Batch Quantity / : 3600000 tab /
Cepus Ne Q06beM cepHH 3600000 Tab
Analytical Report No / : 040002437199 Date of Analysis / : 29.02.2024
AHaguTHYecKHi oTyeT No JlaTa aHamM3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTa npon3BoacTea T'open no

Analysis performed according ND / Anann3s nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, uzmenenue Ne2 or 11.11.2022)

Page2 of 8 /Crp. 2 u3 8

No

Test / Iloka3aTenanb
Ne

Results / Pe3ynbTaThl

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 yIepXuBaHUA
OCHOBHOTO IMKa Ha XpOMaTorpamme
HCIBITYEMOTO ~ pacTBopa  OOJDKHO
COOTBETCTBOBATD BpEMEHH
yIEpKMBaHUA OCHOBHOrO IHMKa Ha
XpoMaTorpamme pacTBOpa
CTaHOapTHOTO KETOpoJiaka
TpOMeTaMH1Ha (pa3nen
«KOJUYeCTBEHHOE ONpEIENCHUEY).

ofpasua

Remarks: The Product conforms to ND/
ITpumeuanue: [IpogykT cootBeTcTBYET TpeboBanusm HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Hara: 29.02.2024

Jara: 29.02.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Toaroroeneno: Santosh [poeepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosonutens
Kumar Maurya g\/ Manoj Kumar ; ’7‘“

= Qe
Reprint Date / Reprint Date / Reprint Date /

Jlara: 29.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: 491 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkenpecc (ketoponak) TableTKH, AUCTIEPTHpYeMBble B OJIOCTH pTa, 10 Mr

Batch No / : V2400243 Batch Quantity / : 3600000 tab /
Cepnsa Ne O0beM cepuH 3600000 Tab
Analytical Report No / : 040002437199 Date of Analysis / : 29.02.2024
AHaauTHYeCKHH oTUeT Ne JlaTa ananu3za

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara npoH3BoICTBa T'ogen mo

Analysis performed according ND / Ananm3 nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenune Nel ot
27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 3 of 8/ Crp. 3 u3 8

i.g Test / [lokasaTens Results / Pe3ynbrathl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IHoanKHHOCTL butylhydroxyanisole peaks on the
Oy TMJITHAPOKCHAHU30. 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 ynepXUBaHU
NUKOB  2-OyTHITMIPOKCHaHHU30Jla H
3-OyTHWIrHAPOKCUAaHU30I1a Ha
xpoMmartorpaMme HCIBITYEMOTO
pacTBOpa JMO/KHBI COOTBETCTBOBATH
BpeMeHaM yIAEPKUBAHUA MUKOB
2-0yTHITHAPOKCHAHU30JIa U
3-GyTIWIrHAPOKCHAHH30MIa Ha
XpoMaTorpaMme pacTBOpa
CTaHAApTHOTO obpasua
OyTHIATUAPOKCHAHU30I1a (paznen
«Copnepxxanue
OyTHIATHAPOKCUAHU3O0IIAY).
4 Average weight / Cpennss 69.3 mg/69.3 mMr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
mMacca Ot 67,2 mMr mo 72,8 mr (70,0 Mr + 4,0 %).

Remarks: The Product conforms to ND/
IMpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBaHusaM HJI

Conclusion: APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by /

INoarorosneno: Santos
Kumar Maurya

Checked by /
[Mpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBonuTenb
Manoj Kumar :

Reprint Date /
Hara: 29.02.2024

Reprint Date /
Jara: 29.02.2024

Reprint Date /
Hara: 29.02.2024

Registercd 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

wwiv.drreddys.corn




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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
IIpoaykr: Ketopon®™ Dkcnpece (keToposiak) TableTk, AUCIIeprupyembie B noaoctH pra, 10 mr

Batch No / : V2400243 Batch Quantity / : 3600000 tab /
Cepns Ne O0beM cepHH 3600000 Tab
Analytical Report No / : 040002437199 Date of Analysis / : 29.02.2024
AHaJMTHYECKHH oTueT Ne Jarta ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
JlaTa npoM3BOCTBA T'onen no

Analysis performed according ND / Ananus nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel or

27.12.2021, uamenenue Ne2 or 11.11.2022)

Page4 of 8/ C1p. 4 u3 8
i.oo Test / IlokasaTenn Results / Pe3ynbTatsi Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOpOAHOCTHL MacChl 2/20 tablets - not more than + 20 % /
18/20 Tabnetox — He Gonee + 10 %
2/20 Tabnetok — He Gonee + 20 %
5 Disintegration time / 00 min 27 sec / 00 MuH 27 cek Not more than 3 min / He 6osnee 3 Mun
Pacnmapaemocthb
6 Dissolution / PacTBopenue Unit-1 / Ta6n-1 99% Not less than 75% (Q) of
. CisH13sNO3*CsH 1 NO3 (ketorolac
Unit-2 / Tabn-2 100% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 101% 75 % Q) CisH13NO3+C4H 1 NO3
) . (keToponaka  TPOMETAMUH)  Yepe3
Unit-4 / Tabn-4 101% 15 mMun
Unit-5 / Tabn-5 99%
Unit-6 / Ta6n-6 98%
7 Fineness of Dispersion/ Complies / CoOoTBETCTBYET A uniform suspension passing through a
JducnepcHocTh 710 pm sieve is formed. / O6pazyercs
OHOPOJHAS CYCIEH3HUs, MPOXOAAIast
CKBO3b CHTO C pa3MEpOM OTBEpPCTHIi
710 MKM.

Remarks: The Product conforms

Ipumeuanue: [TponykT cootBercTByeT Tpebosanusam HJI

to ND/

Conclusion: APPROVED /
3akmouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororaeHo: Santos [Tpoeepeno: Pardeep Kumar Ono6peHo: Menekep / Pykopoauress
Kumar Maurya  ( ff., f _ Manoj Kumar M
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.02.2024 Hara: 29.02.2024 JHara: 29.02.2024

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “':‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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
Ipoaykt: Ketopon® Dkenpece (keToponak) TableTku, JUcrepripyembie B ronocts pra, 10 mr

Batch No / : V2400243 Batch Quantity / : 3600000 tab /
Cepuu Ne O0beM cepHH 3600000 Tab
Analytical Report No / : 040002437199 Date of Analysis / 1 29.02.2024
AHaJuTHYeCKHIi oTUeT Ne Jara ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jlara npon3BoAcTBa T'onen ao

Analysis performed according ND / Anann3 nposeaen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel or
27.12.2021, usmenenne Ne2 or 11.11.2022)

Page S of 8/ Crp. Sm3 8

8 Related impurities / PoacTBeHHbIe NpUMecH

1-ruapoKkcuananor

ketorolac 1-hydroxy analog /
Hmxe npenena obHapyxenus (I10 =

Below LOD (LOD = 0.0010 %) /

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

KeTopoJlaKa 0.0010%)
ketorolac 1-keto analog/ 0.04 % Not more than 0.8 % / He 6oxnee 0,8 %
1-keToaHaJIor KeTopoJIaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
e IMHIYHas
HEUICHTU(UITUPOBAHHAS
[puMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei

9 Water / Boaa 2.6 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OPpraHu4ecKHe pacTBOPUTEIH

Isopropyl alcohol /
HsomnponaHon

06 pgftab /
06 MKT B TabneTke

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

Remarks: The Product conforms to ND/
IMpumeuanue: IpoaykT coorsercTByet Tpedoanuam HJI

Conclusion: APPROVED /
3akmoyenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Monrorosneno: Santosh - IMpoeepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoaurens
Kumar Maurya Manoj Kumar @Lﬁﬂ-
Reprint Date / Reprint Date / Reprint Date /

Jlara: 29.02.2024 Jata: 29.02.2024 Jara: 29.02.2024

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: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Dr. Reddy's Laborateries 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
HpoaykT: Ketopon® Dxcrpecc (keToponak) TabieTks, AUCIeprupyembie B nosioctd pra, 10 mr

Batch No / : V2400243 Batch Quantity / : 3600000 tab /
Cepns Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002437199 Date of Analysis / 1 29.02.2024
AxanuTHYecKHii oTyeT No JaTa anaansa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jara npon3BojcTBa T'onen xo

Analysis performed according ND / Ananns nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenmne Nel or

27.12.2021, nsmenenue Ne2 ot 11.11.2022)

Page 6 of 8 / Ctp. 6 u3 8

11 | Microbial enumeration tests / MukpoGuosornyeckas 44cToTa*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Counlt / O0wee uucio He 6onee 1000 KOL/r
a3pOoOHBIX MHKPO-
OpPraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g/
and moulds count / O6mmee He 6onee 100 KOE/r
YHCJIO IPOAOKEBBIX U
MJIECHEBBIX IPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBue B 1 T
12 | Uniformity of dosage units / 5.5 Acceptance value (AV) not more than
OasopoaHOCTH 15.0 / ITpuemouHoe 3HaueHue (AV) He
JO3UPOBAHMS 6onee 15,0.
13 | Assay/ KoanuecTBeHHoe 9.8 mg /9.8 Mr From 90mg to 11.0mg of
onpeneneHue (98.3 %) C15H13NO3*C4H 1 NO3 (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 C|5H|3NO3°C4H| 1NO3
(xeroponaka TpomeramuH) (o1 90,0 mo
110,0 % OT 3aABJIEHHOTO KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0980 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanue 0.0980 mr B TabneTke He menee 0,042 Mr B TabneTke
Gy THIrMAPOKCHAHHU30J1a

Remarks: The Product conforms to ND/
IMpumeuanue: [Iponykr cootBeTcTByeT TpeboBanmsam HJL

Conclusion: APPROVED /
Zakauenne: OJJOBPEHO

Jara: 29.02.2024

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Santo;ﬁL [TpoBepeno: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoaurens
Kumar Maurya -t Manoj Kumar N f
Reprint Date / Reprint Date / Reprint Date /

Jlata: 29.02.2024

Jara: 29.02.2024

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

www.drreddys.com




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

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
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoAykr: Ketopon® Dkcnpecc (keToponak) TabieTky, IHCIeprupyemMsle B MoaocTi pra, 10 mr

BatchNo / : V2400243 Batch Quantity / : 3600000 tab /
Cepna Ne O0BeM cepuy 3600000 Tab
Analytical Report No / : 040002437199 Date of Analysis / : 29.02.2024
AnaJluTHYecKHi oT4eT No Jara anaian3a

Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
Jara npousBojcTea T'onen mo

Analysis performed according ND / Anann3 nposenen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, nuzmenenne Ne2 ot 11.11.2022)

Page 7 of 8 /Crp. 7n3 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 Tabnetox B
onucrepe u3 (I[NA/AJI/IID ¢
Biaromornorurenem/[15BIT)
doneru // (IT13/AJ1) ¢ponsru. Ilo
2 6nucTepa ¢ MHCTPYKUHMEH MO
pUMEHEHHIO 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 Gnuctepe w3 (ITA/AJVIID ¢
snaronoriorarenem/IIDBIT) ¢onsru //
(TI3/AJT) doneru. ITo 1 wnu 2 6aucTepa
C MHCTPYKUHE# IO NpPUMEHEHHIO B
MayKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B coorBerctBuu ¢ HJ{

17 | Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu Temneparype He Boiwie 25 °C.

18 | Shelf life / Cpox roaHocTa

2 years / 2 roga

* 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 BbINyCKe JIEKAPCTBEHHOrO NMPENapaTa KOHTPOJIb Ka4ecTBa 1o nokasaTesio «Mukpobuoorudeckas
YHCTOTAa» MPOBOJUTCS A1l Kaxaoii 20-0ii cepuH, MU IS OAHOIT cepHU B ro/l, B 3aBUCMMOCTH OT TOr0, 4TO

HACTYIIMT paHbLUeE.

Remarks: The Product conforms to ND/
IMpumeyanue: [Iponykt coorBeTcTBYeT Tpebosanuam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Jara: 29.02.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IlogroTosneno: Santom I[Iposepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBoanTeb
Kumar Maurya o Manoj Kumar J

- s —— J -
Reprint Date / Reprint Date / Reprint Date /

Jara: 29.02.2024

Jlara: 29.02.2024

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

www.drreddys.com




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

@
DI'. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Dkcnpecc (keToponak) TabIeTKH, AMCHEPrHPYEMBIE B TIOJIOCTH pTa, 10 Mr

Batch No / 1 V2400243 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepHH 3600000 Tab
Analytical Report No / : 040002437199 Date of Analysis / : 29.02.2024
Apajurnyeckuii oruer Ne JlaTa ananusza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jata npoH3BoaAcTBa TI'onen oo

Analysis performed according ND / Anann3 nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ m3menenune Nel or

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page 8 of 8 / C1p. 8 u3 8

API name / HaumenoBanue APC: Ketorolac tromethamine / KeToponaka
TPOMETaMHH

INN/ MHH: Ketorolac / Ketoposak

API manufacturer batch number /

Homep cepuu npoussoantens ADC: BQH006437

FP Manufactarer API Batch number /

Howmep cepuu cy6eTanuuu npouspoautens FJID: FEQA00575

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Mpoussoanrens APC, cTpana: J-p Penau'c JTaboparopuc Jita., Manus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
TTpumeuanne: [IpoaykTt coorBeTcTBYeT TpeboBanusaM HJI 3akmouyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
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