Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPHUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Keropon™ Dkenpecc (keToponak) Tab/eTKH, A¥CIeprupyemble B MOJIOCTH pTa, 10 mr

Batch No / : V2300365 Batch Quantity / : 36,00,000 tab /
Cepust No O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001648792 Date of Analysis / 07.03.2023
AnanuTHYecKHH oTueT N2 JlaTa anaiauza

Date of Manufacture / : Feb.2023 Date of Expiry /- Jan.2025
Jara npousBoacTBa T'ogen go

Analysis performed according ND / Auanns nposenen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 1 of 7 /Crp. 1 u3 7

No

No Test / I[lokazaTesb Results / PesyabTaTsl Specification / Hopma

1 Description / Onncanune Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrnsle, miockne Kpyrusie, miockue 1abiaeTku ¢ Gackoi,
TabneTKu ¢ $packoH, CBETIO- CBETJIO-KENTOr0 LBETA C TPABUPOBKOH
JKENTOro LUBETa C [PaBUPOBKOH «l» Ha ogHOM CTOpOHE.
«l» Ha omHOM CTOpOHE.

2 Identification / [ToanmHHOCTB

Ketorolac / Kemopoaax

a) Byuv/ Co

Y®-cnexrpodoromeTpus

mplies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnexrpsl
HOTJIOIIEHUS UCMBITYEMOTO pacTBOpa 1
pacTBopa  CTaHIapTHOro  odpasla
KeToposiiaka TPOMETaMHHa  JOJDKHBI
HMETh MaKCUMYMBI IIPU ONHOI U TOM Xxe
[UTAHE BOJTHEI (£ 2 HM).

Remarks: The Product conforms to ND/

INpumeuanue: Ipooykr cooTBeTcTBYeT TpeGoBanuaM HJL

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

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

[Toarotorneno: Shivani Devi [Iposepeno: Ramakant Onobpeno: Menemxep / PykosoauTte]b
T @ M Manoj Kumar @."ﬁj

Reprint Date / Reprint Date / Reprint Date /

Jlata: 07.03.2023 Jata: 07.03.2023 JHara: 07.03.2023

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys rom

CiN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUPUKAT 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
Hpoaykt: Keropon® Dkcenpecc (keToponak) TabaeTku, AMCIeprupyemMsle B N0N0CTH pTa, 10 mr

Batch No / : V2300365 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepun 36,00,000 Tab
Analytical Report No / : 890001648792 Date of Analysis / 07.03.2023
AnanuTHyecknii oTuer Ne JlaTa apanusa

Date of Manufacture / - : Feb.2023 Date of Expiry / Jan:2025
Jara nmpoH3BoAcTBA T'ozen o

Analysis performed according ND / Ananau3 nposeaen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page2 of 7/Crp. 2 u3 7

No

Ne Test / [TokazaTenanb

Results / PesyabTaThl

Specification / Hopma

b) By HPLC/B32XX

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). / BpemMs yaepKHUBaHus
OCHOBHOTO MHKa Ha XpoMmaTorpamme
UCMBITYEMOTO ~ pacTBOopa  JOJDKHO
COOTBETCTBOBATb BpeMEHH
yOEPXHMBAHUSI OCHOBHOIO NHMKAa Ha
XpomartorpaMme pacTBopa
cTaHmapTHoro ofpasua KeTopoJlaka
TpOMETaMHUHA (paznen

«KosnmiecTBeHHOE ONpENETIEHUE).

Remarks: The Product conforms to ND/

ITpumeuanue: [IponykT cooTBeTcTBYeT TpeboBannam HJL

Conclusion; APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by /
IMonrotrosneno: Shivani Devi

AT

Checked by /
IIporepero: Ramakant

A

Approved by: Manager/Executive /

OnobpeHo: Menemxep / Pykosogutenp
Manoj Kumar hé@w,.ﬂl

Reprint Date /
Jara: 07.03.2023

Reprint Date /
JHara: 07.03.2023

Reprint Date /
Jara: 07.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Qi’-’

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT 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
Hpoayxt: Keropon™ Dkenpecc (keToponak) TabneTkH, AHCAEPrHpyeMble B M10J0CTH pra, 10 Mr

Batch No / : V2300365 Batch Quantity / : 36,00,000 tab /
|Cepust Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001648792 Date of Analysis / 07.03.2023
AHasmuTHYecKui oruer No JlaTta amanausa

Date of Manufacture / : Feb.2023 Date of Expiry / Jan.2025
Jata nponsBoacTea T'onen go

Analysis performed according ND / Anasaus nposeaen mo H/:
JIM-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel or 27.12.2021)

Page3of 7/Ctp.3n37

1;.3 Test / ITokasaTens Results / PesyabTaThl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaNMHHOCTD butylhydroxyanisole peaks on the
Oy THITUAPOKCHAHU3OJI 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 yaepxuBaHuA
NHKOR  2-OyTHNTUAPOKCHAHKH3ONA U
3-6y TWITHAPOKCHAHHU30Ma Ha
XpoMaTorpaMme HCIILITYEMOro
pacTtBopa AOJDKHBI COOTBETCTBOBATh
BpeMeHaM yIASPKHUBAHUA TIHKOB
2-6yTUNrMAPOKCUAHU30/1a u
3-0yTHArHIPOKCHAHU30MIa Ha
XpOMaTOrpaMme pacTBopa
CTaHAAPTHOTO obpaszia
OyTUATHIPOKCHAHU30IIA (paznen
«Copepxanue

Oy THUIITHIPOKCHAHU30JIa).

4 Average weight / Cpeausis
macca

69.6 mg/ 69.6 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Or67,2Mr oo 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/

ITpumeuanue: [MpoaykT cooTBeTcTBYET Tpeboranuam HJT

Conclusion: APPROVED /
Zaxawuenune: OJOBPEHO

Prepared by / Checked by /

IMonrorosneno; Shivani Devi

IIpoBepeno: Ramakant

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

Manoj Kumar v

-

T.

b

Reprint Date /
Hara: 07.03.2023

Reprint Date /
JHarta: 07.03.2023

Reprint Date /
Jata: 07.03.2023

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP13984PLC0O04507
www.drreddys.com



D ‘... Dr. Reddy's Laboratories Ltd.
9 @ . .
Formulation Unit-6
r. Reddy s ". Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTHOUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Dkcnpecc (keToponak) TabJeTKH, AMCIIEprupyemble B OIOCTH pTa, 10 Mr

Batch No / : V2300365 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001648792 Date of Analysis / : 07.03.2023
AHaJMMTHYECKHH oTueT N2 JlaTa ananusa

Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
JaTa npouM3BoJcTBa T'onen g0

Analysis performed according ND / Anann3 nposeagen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)

Page4of 7/Crp. 4u3 7

1}? Test / [loka3zaTenb Results / PesyabTaTsbl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTRYET 18/20 tablets - not more than £ 10 %
OaHOPOIHOCTH MacCChl 2/20 tablets - not more than + 20 % /

18/20 rtabnerox — nHe Oonee = 10 %
2/20 Tabnerox — He Oonee + 20 %
5 Disintegration time / 18 sec /18 cex Not more than 3 min / He 6onee 3 MuH
PacnapaemocTnb
6 Dissolution / PacTteopenue Unit-1/ Tabn-1 106 % Not less than 75% (Q) of
. CysH3NO;*C4H 1 NO;3 (ketorolac
Unit-2 / Ta6n-2 106% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6x-3 110% | 75% (Q  CisHiNO3;*C:HuNOs
i . (keToponaka  TPOMETaMHH)  4Yepes3
Unit-4 / Tabn-4 110% 15 Mun
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 102%

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

JucnepcHOCTh 710 um sieve is formed. / O6pa3yercs
OIHOPOAHas CYCIEH3HUs, NPOXOIsIIas
CKBO3b CHTO C pa3MepoM OTBEPCTUH
710 MKM.

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

ITpumeuanue: [IpoaykT coorBeTcTBYeT Tpebosanusm HJL 3akmouenune: OJOBPEHO

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

IMoaroroeneno: Shivani Devi [Iporepeno: Ramakant Onobpeno: Menemxep / PykosoauTesnb

)T’ &U» 4:(@ Manoj Kumar @M

Reprint Date / Reprint Date / Reprint Date /

Jara: 07.03.2023 Jara: 07.03.2023 JHara: 07.03.2023

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500024, 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 L.td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUPUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkcnpecc (keToponak) TableTky, AMCeprupyemple B MoJIOCTH pTa, 10 Mr

Batch No / : V2300365 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001648792 Date of Analysis / : 07.03.2023
AHauTHYeCKHH 0T4eT Ne JlaTa aHaau3za

Date of Manufacture / : Feb.202
JlaTa npon3BoacTBa

3 Date of Expiry/ - : Jan.2025
T'ogen xo

Analysis performed according ND / Auanu3 nposenen nmo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021 / m3menenne Nel ot 27.12.2021)

Page5of 7/Crp. Suz 7

8 Related impurities / PoncTBeHHBIE IpUMecH
ketorolac 1-hydroxy analog / Not detected / ne obHapyxena Not more than 0.5 % / He 6onee 0,5 %
1-ruapokcuaHaor
0.02%

KETOpoIaKa

ketorolac 1-keto analog/
1-keToaHasor KeTopoaka

Any unidentified impurity /
eNMHUYHasA
HEWOIEHTH(UIUPOBaHHAsA
NpUMech

Not more than 0.5 % / He 6onee 0,5 %
0.03%

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

Total impurities /
CymMma mpumeceii

0.1 % Not more than 1.0 % / He 6omnee 1,0 %

9 Water / Boaa

2.1% Not more than 7.0% w/w /
He 6osnee 7,0 %

10 Residual solvents by GC/ OcTaTouHble Oprauuyeckue pacTBOpUTEN

Isopropyl alcohol /
Wzonponanon

3 pg/tab / 3 Mxr B Tabnerke Not more than 350 pg/tab /
He 6onee 350 MkT B TabneTke

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

ITpumeuanue: [Ipoaykt cooTeeTcTBYeT Tpebopanusm HJL 3aknawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotosneno: Shivani Devi IMpoeepeno: Ramakant Onobpeno: Menemxep / Pyxosoanrens

i

gww Manoj Kumar @_‘_—_‘;ﬁe

Reprint Date / Reprint Date / Reprint Date /
Hata: 07.03.2023 Mara: 07.03.2023 Hata: 07.03.2023

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 ":‘

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

CEPTU®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon® Dkcnpecc (ketoposnak) TableTku, JUCIeprupyemble B NoJIOCTH pta, 10 mMr

Batch No / : V2300365 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001648792 Date of Analysis / 07.03.2023
AHAJNTHYECKHI oTUeT No JaTa ananuza

Date of Manufacture / :-Feb.2023 Date of Expiry / Jan:2025
JaTa npou3BoaCTBA T'ogen no

Analysis performed according ND / Ananu3 mposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3meHenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 13 7

11 Microbial enumeration tests / Mukpo6nosiornieckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obwee yucno He Gonee 1000 KOE/r
a’poOHBIX MUKPO-
OpPraHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ofuiee He 6onee 100 KOE/r
YUCIIO JPOXIKEBBIX 1
TUIECHEBBIX IPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBHE B 1 T
12 | Uniformity of dosage units / 4.6 Acceptance value (AV) not more than
OnHopoaHOCTDL 15.0 / Ilpnemounoe 3HaueHue (AV) He
N03MPOBaHHS 6onee 15,0.
13 Assay / KonnuyecTBeHHOe 10.0 mg / 10.0 Mr From 9.0mg to 11.0 mg of
onpenaeieHyue (99.5 %) Ci5H1aNO3+C4H | (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 C15H13NO3°C4H11NO3
(ketoposnaka tpomeramun) (ot 90,0 mo
110,0 % oT 3asABAEHHOr0 KOJIMYECTBa) B
TabneTke
14 | Butylhydroxyanisole 0.0986 mg/tab / Not less than 0.042 mg/tab /
content / Conepxanue 0.0986 mr B TabneTke He menee 0,042 mr B TabaeTke
OyTHJIrHAPOKCHAHN30J1a

Remarks: The Product conforms to ND/
ITpumeuanue: [Iponykr coorBeTcTBYET Tpeboauuam HJI

Conclusion: APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
IMoaroroeneno: Shivani Devi

AT

Checked by /
Ipoeepeno: Ramakant

ol

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoaurens
Manoj Kumar ' o

Reprint Date /

Hara: 07.03.2023

Reprint Date /
Jara: 07.03.2023

Reprint Date /
Jara: 07.03.2023

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




D ‘...0 Dr. Reddy's Laboratories Ltd
9 . .
Formulation Unit-6
r. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTH®NKAT AHAJIM3A www.drreddys.com

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

Ipoaykt: Keropon®™ Dkenpece (keToposiak) TabIeTKH, AHCHeprupyemMsle B ronoctH pra, 10 mr
Batch No / : V2300365 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6nem cepun 36,00,000 Tab
Analytical Report No / : 890001648792 Date of Analysis / : 07.03.2023
AHaJIuTHYECKHI oTyeT No Jara anannza

Date of Manufacture / 3 Feb.2023 Date of Expiry / - Jan.2025
Jara npon3BoJcTBa Tonen g0

Analysis performed according ND / Ananus nposenen mo H/I:

JIII-004929-011119 (amend Nel from 27.12.2021 / uamenenue Nel ot 27.12.2021)

Page 7 of 7/ Crp. 7 u3 7
15 | Package/YnakoBka 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil / (PE/AL) foil. 1 or
desiccant/HDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. / [lo 10 TabneTtox B
information leaflet in a carton | Gnuctepe u3 (ITA/ATITID C
pack. / Tlo 10 Tabneroxk B | Braronormotutenem/[I3BII) donern //
6nucrepe w3 ([TA/AJVTID ¢ | (TI15/AJ) ¢onbru. Io 1 unu 2 6nncrepa c
praronoraoturenem/[12BIT) HHCTPYKLMEH MO NPUMEHEHMIO B TMayKy
toneru // (I15/AJ1) doneru. [lo | kapToHHYO.
2 OnHcTepa ¢ MHCTPYKLUUEH 1o

MPUMEHEHHAIO B nayxy
KapTOHHYIO.

16 Labeling / MapkunpoBka According to ND / B cooteetctBuu ¢ HJ

17 | Storage conditions / Below 25 °C. / IIpn Temnepatype He Bbiwue 25 °C.

XpaHenune

18 Shelf life / Cpok roasocTu 2 years /2 roza

* 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.

* TIpu BBINYCKe JIEKAPCTBEHHOTO NpenapaTa KOHTPOJIb Ka4eCTBA 10 MOKA3aTeJ0
«MEKpPOOGHOJIOTHYECKAN YHCTOTA» MPOBOAMTCS AN Kaxao# 20-0ii cepuu, HIH IJIA OAHOH CePHH B roj,
B 3ABHCHMOCTH OT TOI0, YTO HACTYIUT paHbIIe.

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

IMpumeuanue: [TpoaykT cooTBeTcTBYeT Tpebopanusm HJJ 3akarouenue: OJOBPEHO

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

[Moaroroenexo: Shivani Devi [posepero: Ramakant Ono6peHo: Menemxep / Pykosogureinb
A"" ] &u% Manoj Kumar b@

L
Reprint Date / Reprint Date / Reprint Date /
Hara: 07.03.2023 Jarta: 07.03.2023 Jara: 07.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



