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
www.drreddys.com

CEPTUOPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Ketopon® Dxcnpece (xeToponak) TabIeTky, IMCTICPrupyeMbie B NI0JOCTH pra, 10 Mr

Batch No / : V2202604 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0neM cepun 36,00.000 Tab
Analytical Report No / : 890001636376 Date of Analysis / 30.12.2022
AHanuTHyecKHi oTyeT Ne JlaTa anaauza

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JaTa npoH3BOACTEBA T'onen go

Analysis performed according ND / Ananns nposegen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / usmenenue Nel ot 27.12.2021)

Pagelof 7/Crp. 1 m37

Y@-cnexrpodoTomeTpus

o " "
i‘o Test / IlokazaTennb Results / PesyabTaTsl 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. / Kpyrmsle, miockue Kpyrisle, nnockue TabneTku ¢ $hackoi,
TabneTkH ¢ $ackoii, CBETIO- CBETJIO-XKENTOro LBETA C IPpaBUPOBKOM
JKEJITOrO 1IBETA C IPaBUPOBKOM «l» Ha ONHOM CTOPOHE.
«l» Ha OIHOH CTOpOHE.
2 Identification / IToanHHHOCTEL
Ketorolac / Kemopoaaxk
a) Byuv/ Complies / CoOTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpbl
MOIJIOUIEHUS UCITBITYEMOIO PaCTBOpa U
pactBopa  CTaHHapTHOro  ofpasiua
KETOpOJiaka TpPOMETaMHHA  JOJIKHEI
HMETh MaKCUMYMBI TIPH OJHOMN U TOH Xke
JUIMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeyanue: [Ipoaykr coorsercTByeT Tpebosanusam HJL

Conclusion: APPROVED /
Zaxawuenne: OJOBPEHO

Prepared by /
IMoaororosneHo: Ramakant

Bulud

Checked by /
Ipoeepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaureins

Reprint Date /
Jara: 30.12.2022

Reprint Date /
Jara: 30.12.2022

Amit Kumar (&*;\}//

Reprint Date /
Jara: 30.12.2022

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Dkempecc (keToposiak) TabneTku, AUcreprupyemsie B MoiocTH pra, 10 mr

Batch No / 1 V2202604 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oo6BeM cepun 36,00,000 Tab
Analytical Report No / : 890001636376 Date of Analysis / 30.12.2022
AuanuTuyecknii order Ne JlaTa ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JaTta npou3BoACTBA Topen no

Analysis performed according ND / Apaxn3s nposeaen mo H/L:
JII1-004929-011119 (amend Nel from 27.12.2021 / uamenenne Nel or 27.12.2021)
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No

Test / [Ioka3zareanb
No

Results / PesyabTaThl

Specification / Hopma

b) By HPLC/ BDXX

Complies / CooTBEeTCTBYET

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 yaepxuBaHUA
OCHOBHOIO THKa Ha XpoMarorpaMme

UCMIBITYEMOTO  PacTBOpa  JOJDKHO
COOTBETCTBOBaTh BPEMEHH
yaep)KHBaHusi OCHOBHOTO IMKa Ha
XpomaTorpaMmme pacTBopa
cTaHgapTHoro obpasia KeTopoJiaka
TpOMETaMHUHa (paznen

«KOJIMUECTBEHHOE ONPENENEHHUEN).

Remarks: The Product conforms to ND/

[Tpumeyanue: [Tpopykt cooTBeTcTBYET Tpedosanuam HJI

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
IMonrorosneHo: Ramakant

Qoo

Checked by /
[TporepeHno: Pardeep Kumar

——

—

Approved by: Manager/Executive /

Ono6peno: Menemkep / Pykosoaurens
N

Amit Kumar 3
/

Reprint Date /
Hara: 30.12.2022

Reprint Date /
Jlarta: 30.12.2022

Reprint Date /
Hara: 30.12.2022

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

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

Tel : 491 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Ketopon® Dxcnpece (keToposak) TabneTku, AMcTieprupyemsie B noaocti pra, 10 mr

Batch No / : V2202604 Batch Quantity / : 36,00,000 tab /
Cepust Ne O0BeM cepun 36,00,000 Tab
Analytical Report No / : 890001636376 Date of Analysis / 30.12.2022
AHaauTHYecKuii oTdeT No Jlara ananuza

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JlaTa n1poH3BOACTBA Tonen no

Analysis performed according ND / Ananm3s nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)
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i.oo Test / [Toka3aTesb Results / PesynabTaThl Specification / Hopma
3 Identification Complies / CooTBEeTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
[NoanMHHOCTD butylhydroxyanisole peaks on the
OYTHNTHAPOKCHAHN30 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). / DBpemeHa yaepKHUBaHUS
NHMKOB  2-0yTMIATHAPOKCHAaHU30Ja U
3-0yTHIrHAPOKCHAHU30J1a Ha
XpOMaTorpaMMe UCTIBITYEMOTO
pacTBopa HOJDKHBI COOTBETCTBOBAThH
BpeMeHaM yAEpKUBAHUS MHUKOB
2-6yTUWITHAPOKCHAHU30J1a U
3-GyTHIArHAPOKCHAHN301a Ha
XpoMaTorpaMMe pactBopa
CTaHAAPTHOTO obpasua
OYTHITUAPOKCHAHHU30MA (paznmen
«ConepxaHue
OyTHITHIPOKCHAHH3O0IIAN).
4 Average weight / Cpeansis 68.2 mg/ 68.2 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca O1 67,2 Mr 1o 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms

IIpumeuanue: ITponykt cootBercTRyeT TpeboBaHusm HJI

to ND/

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Jara: 30.12.2022

Jara: 30.12.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[loxprorosneHo: ﬁ,makam;f_ [poepeHo: Pardeep Kumar OnobpeHo: Mengmikep / PykoBoautens
VT ) Amit Kumar "Ne—
A u‘*ﬂ/ cj_,, =
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.12.2022

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: L85195AP1984PLCO04507
www.drreddys.com
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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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Oxcmpece (keToponak) TabieTkH, AMCreprinpyembie B MOJIOCTH pTa, 10 mr

Batch No / 1 V2202604 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001636376 Date of Analysis / : 30.12.2022
AHaJTUTHYECKHIT oTyeT No Jlara ananunza

Date of Manufacture / : DEC.2022 Date of Expiry / : Nov.2024
JaTa npou3BOACTBA T'open go

Analysis performed according ND / Anasnus nposexen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / uzmenenne Nel

or 27.12.2021)

Paged4of 7/ Crp. 4u3 7

i.:) Test / [lokasaTens Results / Pe3yabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OIHOPOOHOCTH Macehl 2/20 tablets - not more than + 20 % /

18/20 Tabneroxk — He Gomee + 10 %
2/20 Tabnerok — He Goxnee + 20 %
5 Disintegration time / 20 sec /20 cex Not more than 3 min / He 6onee 3 muH
PacnagaemocThb
6 Dissolution / PacTBopenue Unit-1 / Tabn-1 101 % Not less than 75% (Q) of
. C15sH13NO3+C4H|1NO3 (ketorolac
= - 0
Unit-2 / Tat-2 LD tromethamine) in 15 min / He meHee
Unit-3 / Ta6bn-3 103% | 75% (Q)  CisHNO3*CsH1NOs
. . (keToposiaka  TPOMETaMHMH)  Ye€pe3
Unit-4 / TaGn-4 96% 15 MuH
Unit-5 / Tabn-5 98%
Unit-6 / Tabn-6 102%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHOCTH 710 um sieve is formed. / O6pasyercs
OJHOpOAHAs CYCHEH3HsA, NpOXoIsAwas
CKBO3b CHUTO C DPa3MepOM OTBEpPCTHH
710 MKM.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Npumeuanue: TIponykt cooTBetcTByet TpeGosannim HJL 3aksmoyenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroBnexo: Ra_x}nakant* [Mposepeno: Pardeep Kumar Opnobpeno: Menemxep / Pykosoaurens
( T Amit Kumar “N—
Bt | K=

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.12.2022 JaTa: 30.12.2022 Hara: 30.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Rills, 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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Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropon® Dxcnpecc (keToponak) TabaeTkH, AHCNEprupyeMble B MOJI0CTH pra, 10 mMr

Batch No / : V2202604 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6Bem cepuu 36,00,000 Tab
Analytical Report No / : 890001636376 Date of Analysis / 30.12.2022
AHAINTHYECKHH 0T4eT Ne Jarta ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JaTa npousBoacTBa Togen go

Analysis performed according ND / Ananu3 nposenex no HJIL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / uzmenenue Nel ot 27.12.2021)

PageS5of7/Crp. Su3 7

8 Related impurities / PoncTeenHble npumecH

ketorolac 1-hydroxy analog /
1-ruapokcuaHanor
KeTopoJaka

Not detected / He o6HapykceHa

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

ketorolac 1-keto analog/
1-keToaHanor KeTopoaka

0.02%

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

Any unidentified impurity /
eIMHUYHas
HeUAEHTU(UIIMPOBAHHAS
npUMech

0.03%

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

Total impurities /
CymMma npumeceit

0.1%

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

9 Water / Bona

2.2%

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

10 | Residual solvents by GC/ OcTaTouHble OpraHUu4ecKHe pacCTBOPUTENH
Isopropyl alcohol / 4 ng/tab /4 mMxr B Tabnetke Not more than 350 pg/tab /
Hzonponanon He 6onee 350 Mkr B TabyeTke

Remarks: The Product conforms to ND/

Conclusion: APPROVED /

3akarwuenne: OJOBPEHO
Approved by: Manager/Executive /

ITpumeuantue: [IponykT cootBeTcTBYET Tpebosannsm HJL

Prepared by / Checked by /
IMoarorosneHo: Ramakant ITpoeepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoaurens
Amit Kumar N

Pl = K=

Reprint Date / Reprint Date /
Hara: 30.12.2022 Jara: 30.12.2022

Reprint Date /
MHara: 30.12.2022

Registered Office: 6-2-337, Road Nc. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 1900 2999, Email: mail@drreddys.com
CIN: L§5155AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ Dxenpecc (keToponak) TabiaerTkn, AUCIEprHpyemMbie B NONOCTH pTa, 10 Mr

Batch No / : V2202604 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0neM cepun 36.00,000 Tab
Analytical Report No / : 890001636376 Date of Analysis / : 30.12.2022
AnanuTuyeckuii oruer Ne JlaTa anainza

Date of Manufacture / : DEC.2022 Date of Expiry / : Nov.2024
JlaTa npoHM3BOACTBA T'ongen xo

Analysis performed according ND / Anann3 nposenen no H/I:

JITI-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 137

11 | Microbial enumeration tests / MukpoGuoaoruieckas yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob11ee HUCIO He 6onee 1000 KOE/r
a’pOOHBIX MUKDO-
OpTraHM3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obmee He 6onee 100 KOE/T
YHCIIO OPONOKEBBIX U
TIeCHEBBIX MPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyTcTBUEe B 1 T
12 Uniformity of dosage units / 3.0 Acceptance value (AV) not more than
OanopoaHOCTH 15.0 / TlpuemouHoe 3HaueHue (AV) He
JA03UpPOBAHHUS Gonee 15,0.
13 Assay / KoiinyecTBeHHOE 9.9 mg/9.9 Mr From 90mg to 11.0 mg of
onpeaeeHUe (99.0%) C15H13NO3°C4H 1 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr 10
1 1,0 Mr C15H13NO3°C4H11NO3
(keToponaka TpoMeramuH) (ot 90,0 no
110,0 % oOT 3asBNEHHOTO KOJMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0892 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0892 mr B TabneTke He Menee 0,042 Mr B TabneTke
OyTHITHAPOKCHAHHM30/12

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

[pumeyanue: [TponykT cooTseTcTByeT TpebGoBaHusam HJL 3akmouenne: OJJOGPEHO

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

[oaroroeneno: Ramakant ITpoeepeHo: Pardeep Kumar Ono6peno: Menemxep / Pykosoauteb
W ()f;, Amit Kumar {X)-:u_}f;.;"

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.12.2022 JHara: 30.12.2022 Jara: 30.12.2022

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: L85155AP1984PLC0O04507

www.drreddys.com
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CEPTUDPHKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxcnpecc (ketoposak) TabieTky, AUCePrupyeMble B OJIIOCTH pTa, 10 mr

Batch No / 1 V2202604 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O6bem cepun 36.00.000 Tab
Analytical Report No / : 890001636376 Date of Analysis / 30.12.2022
AHATMTHYECKHI oTUeT Ne Jlara ananusa

Date of Manufacture / : DEC.2022 Date of Expiry / Nov.2024
JlaTa npon3BoacTBA T'omen go

Analysis performed according ND / Ananns nposenen no HJL:
JITT-004929-011119 (amend Nel from 27.12.2021 / m3menenne Nel ot 27.12.2021)

Page 7of 7/ Ctp. 7u3 7
10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or

15 | Package/ ¥Ynakogpka 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
omucrepe u3  (ITA/AJIIIS ¢
pnaronornorureneM/I12BIT)

donwru // (II3/AJT) doneru. Ilo

2 blisters with patient information leaflet
in a carton pack. / Tlo 10 Tabnerok B
onmucrepe u3 (TTA/AJI/ITD c
pnaronornoturenem/[13BIT)  doabru //
(TII3/AJT) donsru. o 1 unu 2 6nucTepa ¢
MHCTPYKLMEH 1O NIPUMCHEHHIO B MayKy
KapTOHHYIO.

2 Onucrepa ¢ MHCTPYKUMEH O
NPUMEHEHHUIO B na4Ky
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootBercTeuu ¢ HJL

17 | Storage conditions/ Below 25 °C. / Ilpu Temnepatype He Boiie 25 °C.

XpaHeHue

18 Shelf life / Cpok rognoctH 2 years /2 rozma

* 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 BbIDYCKE JIEKAPCTBEHHO0 NPenapara KOHTPOoJIb Ka4ecTBa M0 MOKA3aTe 10
«MHKPOGHOIOTHYECKAS YHCTOTAY NPOBOXHTCA ISl KaxkA0ii 20-0i cepuH, HIM A OAHON CepHH B rof,
B 32aBHCHMOCTH 0T TOr0, YTO HACTYNHT PaHbIIE.

Conclusion: APPROVED /
Zaxmwouenne: OJOBPEHO

Remarks: The Product conforms to ND/

[pumeuanue: [poaykT coorBercTryeT Tpeborannam HJI
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakant IMTpoeepeno: Pardeep Kumar Onobpeno: Mcuﬁep / PyKOBOJHTENB

gwgby/(}“ <3f’j Amit Kumar u_‘—'_\,;/
Reprint Date /

Reprint Date /
Hara: 30.12.2022

Reprint Date /
Jara: 30.12.2022

Jara: 30.12.2022

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L§5195AP1984PLC0O04507
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