Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon" Dkcnpecc (keToponak) TabneTky, Aucneprupyemsle B nonocty pra, 10 mr

Batch No / : V2202285 Batch Quantity / : 36,00,000 tab /
Cepus No O61bem cepun 36,00,000 Tab
Analytical Report No / : 890001626693 Date of Analysis / 11.11.2022
AHaTUTHYECKHI oTueT No JlaTa anaau3za

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JaTa npousBoacTea Tomen no

Analysis performed accorang ND / Anann3 nposenen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenme Nel ot 27.12.2021)

Pagelof 7/Crp. 1 u3 7

[ No '

No Test / [lokazareib Results / PesyabTathl 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. / Kpyrnble, ninockue Kpyribie, nnockue tabnetku ¢ Gackoi,
Tabnetky ¢ dackoi, cBeTO- CBETJIO-XKETOTO LBETa C rPaBUPOBKOMN
YKEJTOrO L[BETA C TPaBUPOBKOH «l» Ha oHOI cTOpOHE.
«l» Ha ofHOMH cTOpOHE.

2 Identification / IlogiMHHOCTL

Ketorolac / Kemoponak

a) ByUv/
Y®-criextpodoromeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpsl
TIOTNIOLIEHWs UCTIBITYEMOTO PacTBOpa H
pacTBopa  craHpaprHoro  ofpasua
KETOpOJiaka TpPOMETaMHHA  JOJDKHEI
UMeTh MAaKCUMYMbI [IPU OJIHOH U TOU ke
JUTMHE BOJHEI (+ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: IpoaykT cooTBetrcTBYET TpebOBaHKsM HJT

Conclusion: APPROVED /
3aknwuenne: OJOBPEHO

Prepared by /
IToarorosneno: Ankit

A

Checked by /
Ilposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / Pykosonurens

Amit Kumar F’y '

Reprint Date /
Jara: 15.11.2022

Reprint Date /
Jara: 15.11.2022

Reprint Date /
Jara: 15.11.2022

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
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CEPTHOPUKAT AHAJIM3A

av

Hpoayxt: Ketopon

|Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Okcnpece (KeTopoJak) TabaeTKH, AMCTeprupyembie B MOJIOCTH pra, 10 Mr

Batch No / : V2202285 Batch Quantity / : 36,00,000 tab /
Cepust Ne O6BemM cepun 36,00,000 Tab
Analytical Report No / : 890001626693 Date of Analysis / 11.11.2022
AHAIMTHYECKHH oT4YeT Ne HJara ananunza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jara mpon3BoacTea Tomen no

Analysis performed according ND / Anann3 nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Page2 of 7/ Crp. 2 m3 7

No

Test / Iloka3zaTean
Ne

Results / PesynbTaTsl

Specification / Hopma

b) By HPLC / BXX

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). / Bpema ynepxuBaHus
OCHOBHOIO IMKa Ha XpoMarorpamme
HCTOBITYEMOTO  PacTBOpa  NOJKHO
COOTBETCTBOBATD BpEMEHU
YAEpXUBaHHA OCHOBHOTO IMKa Ha
XpomarorpamMmme pacTBopa
CTaHOapTHOro obpa3ua KeToposaka
TpoMeTaMHHa (pa3men

«KonnyecTBeHHOE ONPEACICHHUEY).

Remarks: The Product conforms to ND/
[Tpumeuanne: Ilpoaykr cooTBeTcTBYeT TpeboBaHusam HJ{

Conclusion: APPROVED /
3axmouenne: OJJOGPEHO

Jara: 15.11.2022

Hata: 15.11.2022

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

IToarorosneno: Ankit ITpoBepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurensb
& Amit Kumar A > \\«.-//

Reprint Date / Reprint Date / Reprint Date /

Jara: 15.11.2022

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
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CEPTUOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Nponyxr: Ketopon® Dxenpecc (keToposak) TabneTky, qMcneprupyeMbie B nosioct pra, 10 Mr

Batch No / 1 V2202285 Batch Quantity / : 36,00,000 tab /
Cepus Ne - O0bem cepuu 36,00,000 Tab
Analytical Report No / : 890001626693 Date of Analysis / : 11.11.2022
AHanuTHyeckui oruer Ne JlaTa anaiuza

Date of Manufacture / : OCT.2022 Date of Expiry/ : SEP.2024
JarTa npou3BoacTBa TomeHn no

Analysis performed according ND / Auanuns nposenz:ﬂ no HH:_
JIII-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel ot 27.12.2021)

Page3 of 7/Crp.3u3 7

No
Ne
3 Identification Complies / CooTBeTcTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoannHHOCTH butylhydroxyanisole peaks on the
Oy THITHAPOKCHAHU30. 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 ynepXHBaHHA
NUKOB  2-OyTUATMAPOKCUAHU3ONA U
3-6yTHnruapokcruanusona Ha
XpoMmarorpamme HCIIBITYEMOTO
pacTBOopa JAOJDKHBl COOTBETCTBOBATh
BpEMEHaM YAEpXHUBaHU TIHKOB
2-0yTHArHIPOKCUaHHU30Ia U
3-OyTuirnapokcuanuzona Ha
Xpomarorpamme pacTBopa
CTaHJApTHOTO obpasua
OyTHArMIpOKCHaHU30Ma (paznen
«CopepxaHue
OYTHATMAPOKCUAHHU30MAY).

Test / IlokazaTesnb Results / PesyabTaTsl Specification / Hopma

4 Average weight / Cpeauss 68.9mg/ 68.9 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr no 72,8 mr (70,0 Mr £4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: IlponykT cootBeTcTBYeT TpeboBaHuaM HJL 3axawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrorosneno: Ankit IIpoeepeno: Pardeep Kumar OnobpeHo: Menekep / Pykosogurens

L@‘ Ci/ Amit Kumar él L_(:\//:,-»

Reprint Date / Reprint Date / Reprint Date /
Hara: 15.11.2022 Hara: 15.11.2022 Jara: 15.11.2022

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
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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CEPTUPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon" Dkenpece (keTopoak) TabieTky, AUCIeprupyemble B M0J10CTH pTa, 10 Mr

Batch No / 1 V2202285 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O0nem cepun 36,00,000 Tab
Analytical Report No / : 890001626693 Date of Analysis / 11.11.2022
AHanuTtudyeckuii oruer Ne Jara ananuza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JdaTa npoun3BoacTBa Togen oo

Analysis performed a_c_c_o;ding ND / Ananns npoeegen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Paged4 of 7/ Crp. 4u3 7

1;.00 Test / [TokasaTeanb Results / PesyabTaThi Specification / Hopma
Uniformity of weight / Complies / CooTseTcTBYET 18/20 tablets - not more than + 10 %
OnHOPOAHOCTL Macehl 2/20 tablets - not more than = 20 % /

18/20 Ttabnerox — He Oomee + 10 %
2/20 TabneTok — He Bonee + 20 %
5 Disintegration time / 29 sec /29 cek Not more than 3 min / He 6onee 3 mun
Pacnapaemocthb
6 Dissolution / PacTBopenne Unit-1/ Tabn-1 101 % Not less than 75% (Q) of
. C1sH13NO3*C4H 11 NO; (ketorolac
Unit-2 / Ta6a-2 99% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 101% | 75% (Q)  CisHisNOs*C4Hi1NO;s
. . (keToponaka  TPOMETaMHH)  dUepes
Unit-4 / Tabn-4 101% 5T
Unit-5 / Taba-5 99%
Unit-6 / Tabn-6 99%

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

JAucnepcHocTh 710 um sieve is formed. / Obpasyercs
OJHOpPOJHAsl CYCMEH3HUs, MpPOXoAsllas
CKBO3b CHTO C pa3sMepoOM OTBEPCTUH
710 MKM.

Remarks: The Product conforms to ND/
IIpumeuanne: IlponykT cooreercTBYeT TpeboBanusam HJT

Conclusion: APPROVED /
3akmogenune: OJJOBPEHO

Hara: 15.11.2022

Hata: 15.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ankit IIporepeno: Pardeep Kumar OnobpeHo: Menemkep / PykoBoauTens
Amit Kumar Y, ol
C —— il
Reprint Date / Reprint Date / Reprint Date /

Hara: 15.11.2022

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
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CEPTUDPUKAT AHAJIU3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dkenpece (keTopoak) TabneTkH, AMCIEPrupyembie B MoJocTH pra, 10 mr

Batch No / 1 V2202285 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6BemM cepun 36,00,000 a6 |
Analytical Report No / : 890001626693 Date of Analysis / 11.11.2022
AHanuTHYECKHH oTueT No Jara ananuza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024

JaTa npousBoacTBa T'onen no

A:nalysis performed according ND / Ananus nposeaen_h(;__ HI_I:
JII1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

PageSof 7/Crp. 5m3 7

8 Related impurities / PoncTBeHHbIe npuMecH
ketorolac 1-hydroxy analog / Not Detected Not more than 0.5 % / He 6onee 0,5 %
l-rugpoxcuaHanor
KeTopoJiaka
ketorolac 1-keto analog/ 0.03 % Not more than 0.5 % / He 6onee 0,5 %
1-KkeTOaHAIOT KeTopoiakKa
Any unidentified impurity / 0.04% Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHAas
HeuaeHTHHLIUpOBaHHAS
npuMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit
9 Water / Boaa 23 % Not more than 7.0% w/w /
He Gonee 7,0 %

10

Residual solvents by GC/ OcTaTouHble opraHuyeckHe pacTBOPHTENH

Isopropyl alcohol /
Hzonponaxon

3 pg/tab / 3 Mkr B Tabnetke

Not more than 350 pg/tab /
He Goinee 350 mxr B TabiieTke

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoaykT cooreercTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3akmouenue: OJOBPEHO

Jlata: 15.11.2022

Jara: 15.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarororneno: Ankit [Iporepeno: Pardeep Kumar Ono6peHo: MeHemkep / Pykosogurens
i i Amit Kumar e
C. e Py »
Reprint Date / Reprint Date / Reprint Date /

Hata: 15.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 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, Baddi,
Distt. Soian, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS  \ww.drreddys.com

CEPTUOPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintégrating Tablets 10 mg
Mpoaykr: Keropon" Dkcnpecc (keToponak) TabaeTky, AMCneprupyemble B n1ojocTy pra, 10 mr

Batch No / 1 V2202285 Batch Quantity / : 36,00,000 tab/
Cepus Ne O6nem cepun 36,00,000 Tad
Analytical Report No / : 890001626693 Date of Analysis / : 11.11.2022
AHaauTHYecKU oTueT No Jara ananuza

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
Jdata npousBoacTBa T'onen no

Analysis performed according ND / Ananus npoeenen nmo HJL:

JITI-004929-011119 (amend Nel from 27.12.2021 / n3menenue Nel or 27.12.2021)

Page 6 of 7/ Cyp. 6 u3 7

11 Microbial enumeration tests / Mukpo6uosoruyeckas yncrora*®

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obiee uncno He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuee He Gonee 100 KOE/r
YHCTO OPOAOIKEBBIX U
MJIECHEBBIX MpUbOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
Orcytcreue B 1 1
12 | Uniformity of dosage units / 43 Acceptance value (AV) not more than
OaHopoaHocTh 15.0 / ITpuemouHoe 3HayeHHe (AV) He
JN03UPOBAHHUA 6onee 15,0.
13 Assay / KoauuecTBeHHoe 9.9 mg/99 mr From 9.0mg to 11.0 mg of
onpeneieHHe (98.9%) CisH13NO3+*CsH (NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr no
1 1,0 MI C15H13NO3'C4H11NO3
(xetopornaka TpoMeramnH) (ot 90,0 mo
110,0 % oT 3afABAEHHOrO KOJMYECTBA) B
TabieTke
14 | Butylhydroxyanisole 0.0954 mg/tab / Not less than 0.042 mg/tab /
content / CoaepkaHue 0.0954 mr B TabaeTke He menee 0,042 mr B Tabnetke
OYTHITHAPOKCHAHHU30/12

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: [poaykT cooTBeTCTBYET TpeboBaHuaM H/J 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneno: Ankit ITpoeepeno: Pardeep Kumar Onobpeno: Menemwkep / PykoBoauTtens
h N kY \‘(

. Amit Kumar F‘w‘\/
Reprint Date / Reprint Date / Reprint Date /
Hara: 15.11.2022 Hara: 15.11.2022 Hara: 15.11.2022

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
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDiA
Tel : 491 98166 56001-02
www.drreddys.com

[.JIH-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

CEPTUDPUKAT AHAJIU3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon" Dkcnpece (keToponak) TabaeTKH, AUCTIEPrUpYeEMbIE B OJIOCTH pTa, 10 Mr
Batch No / : V2202285 Batch Quantity / + 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001626693 Date of Analysis / 11.11.2022
AnanurTnueckuii oryer No JlaTa ananusa
Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JaTta npou3soacTrea Tonen no
Analysis performed according ND / Ananu3 nposegen mo HJL:

Page 7 of 7/ Crp. Tuz 7

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. / Tlo 10 Tabnetox B
6aucrepe w3z (ITA/AJ/IID ¢
Bnaronornoturenem/I13BIT)

donsry // (TI3/AJT) donsru. Io

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
6nuctepe U3 (TTA/AJ/TID c
Biaronornoturenem/I[13BIT) doasru //
(IT3/AJ1) doneru. Ilo 1 unu 2 6nuctepa ¢
HHCTPYKUMEN 1O NPUMEHEHHUIO B MadKy
KapTOHHYIO.

2 6nmuctepa ¢ HMHCTPYKUMEH Mo
NpUMEHEHUIO B NayKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootBetctBun ¢ HJT

17 | Storage conditions / Below 25 °C. / IIpu Temneparype He Boilue 25 °C.,

XpaHeHue

18 | Shelf life / Cpok 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.

* IIpu BbIMyCKe JIeKapCTBEHHOI'0 MPenapaTa KOHTPOJIb KA4eCTBA 10 I0KA3ATENI0
«MuKpoGHOIOrHYecKas YHCTOTA» NIPOBOAUTCS ANA KaxKA0#i 20-0ii cepuM, HIIH /I OHOM CEPMH B rof,
B 3aBHCHMOCTH OT TOT0, YTO HACTYIHT PaHbIIe.

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Remarks: The Product conforms to ND/
ITpumeuanue: Ilpoaykr cooTBeTcTBYeT TpeboBanusm HJT

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

[lonrorosneno: Ankit IIpoBepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoaurens
@ f i Amit Kumar e ;_\-’_’__'_,f

Reprint Date / Reprint Date / Reprint Date /

Jata: 15.11.2022 Hata: 15.11.2022 Hara: 15.11.2022

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



