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

CEPTUOHUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ SDkenpecc (keToponak) TablieTku, AHCHEprupyeMbie B M0JI0CTH pTa, 10 mr

Batch No / : V2200552 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepun 36,00,000 Tab
Analytical Report No / : 890001580909 Date of Analysis / 26.03.2022
AHanuTHYeCKUil oTyeT Ne JlaTa anann3a

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
Jara nponsBoaCcTBa TI'ogen oo

Analysis performed according ND / Ananus nposeaen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Pagelof 7/Crp.1u37

V@-cnektpodoTomMeTpHs

0 : .
io Test / llokasaTensb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onncanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrasie, wiockue Kpyrisie, mnockue TabneTku ¢ $acko,
TabneTku ¢ $Hackoit, CBETIIO- CBETJIO-KENTOTO LIBETa ¢ IpaBUPOBKOM
MENTOTO [BeTa C FPaBUPOBKOA «l» Ha OJTHO¥ CTOPOHE.
«l» Ha ogHOU cTOpOHE.
2 Identification / [loaTHHHOCTDL
Ketorolac / Kemoponax
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®-crekTphl
MOTJIOILEHMS MCIBITYEMOr0 PacTBOpa U
pacTBOopa  CTaHgapTHOro  obpasua
KeTopoNiaka TpPOMETaMMHA  AOJIKHBI
WUMETh MAKCUMYMBI IPU OJHOM M TOH e
IJIMHE BOJIHBI (£ 2 HM).

Remarks : The Product conforms to ND/

[Mpumedanue: Ipoaykr coorsercTyeT Tpebosanuam HJI

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Prepared by /
[Toaroroeneng; Naresh

Kumar
[

Checked by /
[TpoBepeHo: Ramakant

Al

Approved by: Manager/Executive /
Ono6peHo: Menemkep / PykoBoauTensb

Amit Kumar .
P

Reprint Date /
Jlara: 26.03.2022

Reprint Date /
Hara: 26.03.2022

Reprint Date /
Hara: 26.03.2022

Registered Office* 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- +91 40 4900 290N, Fax: +97 40 4900 2999, Email; mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CEPTUD®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dxenpecc (keToposak) TabIeTKH, AUCMEprupyeMbie B MOJIOCTH PTa, 10 mr

Batch No / : V2200552 Batch Quantity / : 36,00,000 tab/
Cepns Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001580909 Date of Analysis / 26.03.2022
AHAJUTHYECKHH oTUeT No Jlara aHaau3a

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTa mpou3BOACTBA Tonpen xo

Analysis performed according ND / Ananu3s nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenune Nel ot 27.12.2021)
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No

Test / I[Toka3zareanb
Ne

Results / Pe3yabTaTh!

Specification / Hopma

b) By HPLC / BOXX

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 ynoepKHBaHMA
OCHOBHOIO IMMKAa Ha XpOMaTorpaMMe
HCOEITYEMOTO  pacTBopa  JOIDKHO
COOTBETCTBOBATh BpeMeHH
yIep)KMBaHMS OCHOBHOTO MHKAa Ha
XpoMaTorpaMmme pactBopa
CTaHAapTHOTO KeTOponaka
TpOMeTaMHHa (paznen
«KonudecTBeHHOE OMPEICIEHUER).

obpasua

Reiudiks . The Product conforms to ND/

[Ipumeuanue: [IponykT coorseTcTBYET Tpebopanusam H/L

Conclusion : APPROVED /
3akmoyenue: OJIOBPEHO

Prepared by /
Honarorosneno: Naresh

Checked by /
[TporepeHo: Ramakant

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoaurens

K Amit K
umar S/ |}WP w ! umar o
1 S
Reprint Date / Reprint Date / Reprint Date /

Jara: 26.03.2022

Jara: 26.03.2022

Hara: 26.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CEPTHO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon” Bxenpece (keToponak) TabneTkH, AHCNEPrupyeMble B NOJIOCTH pTa, 10 Mr
Batch No / : V2200552 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0nbem cepun 36,00,000 Tab
Analytical Report No / : 890001580909 Date of Analysis / : 26.03.2022
AHaIMTHYECKHIT oTyeT Ne JlaTa apajusa
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa npoH3BOACTBA Topen no
Analysis performed according ND / Ananns nposenen no HJL:
JIII-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)
Page3 of 7/Crp.3 3 7
1;.:) Test / Ilokasaresb Results / PesyabTaThl Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMopnuHHOCTL butylhydroxyanisole peaks on the
6y THIITHAPOKCHAHH301 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). / Bpemena yaepKHUBaHHUA
[UKOB  2-OyTWNTHIAPOKCHAHH30lla M
3-0y TUITHAPOKCUAHHU30Ia Ha
XpOMaTOrpamMMe UCTIBLITYEMOTO
pacTBopa JMOIDKHBI COOTBETCTBOBATH
BpeMeHaM  yIEPKMBaHHA MTAKOB
2-6yTHITHIPOKCHAHU30J1A u
3-6y THIITHIPOKCHAHU30J1a Ha
XpoMaTorpaMMe pacTBopa
CTaHAAPTHOTO ob6pasua
OYTUITHAPOKCHAHM30IA (pa3gmen
«Copepxanue
6yTHITMPOKCUAHU30T1a).
4 Average weight / Cpeguss 70.1 mg/ 70.1 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot167,2 Mr g0 72,8 Mr (70,0 Mr + 4,0 %).
Remarks @ The Product eonformo to NDY Conclusion : APPROVED/
[Tpumeuanue: [IpoaykT cOOTBETCTBYET Tpeboanuam H/J 3axnouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroenexo: Naresh IMporepeno: Ramakant Onobpeno: Menemkep / PykoBoauresns
Kumar  /, Amit Kumar
/ Jo P
./
Reprint Date / Reprint Date / Reprint Date /
Jara: 26.03.2022 Jara: 26.03.2022 Jata: 26.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 10 4900 2900, Fax: +91 40 4900 2999, Fmail: 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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropon™ Dkenpece (ketoponak) TabJieTki, IMCHEPripyeMble B I0JIOCTH pTa, 10 mr
Batch No / : V2200552 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O0bem cepun 36,00,000 Tad
Analytical Report No / : 890001580909 Date of Analysis / 26.03.2022
AnanuTH4eckuii oruer Ne JlaTa anajusa
Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTa npousBoaCTBa Topen go
Analysis performed according ND / Ananns nposeges no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)
Page 4 of 7/ Crp. 4m37
1;: Test / [lokazaTennb Results / PesyabTaTnl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than = 10 %
OZHOPOOHOCTB MACChI 2/20 tablets - not more than + 20 % /
18/20 Ttabnetok — He Gomee = 10 %
2/20 Tabnerok — He Gonee £ 20 %
5 Disintegration time / 27 sec/ 27 cex Not more than 3 min / He 6onee 3 MuH
Pacnapaemocts
6 Dissolution / PacTBopeHue Unit-1/ Tabn-1 101 % Not less than 75% (Q) of
. C15sH13NQO3*C4H; 1 NO3 (ketorolac
Unit-2 / Ta6n-2 101 % tromethamine) in 15 min / He menee
Unit-3 / Ta61-3 102% | 75% (Q  CisHisNOs*CsHuNOs
. . (keTopoNiaka  TPOMETaMHMH)  4Yepes
Unit-4 / Tabn-4 97 % 15 MuH
Unit-5 / Tabn-5 103 %
Unit-6 / Tabn-6 101 %
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
HduncnepcHocTh 710 pm sieve is formed. / O6pa3syercs
OJHOpOAHAs CYCIICH3UA, MpOXOAALIAs
CKBO3b CHTO C pa3MepoM OTBEPCTHi
710 MKM.

Remarks : The Product conforms to MDY/

Conclusion : APPRQVEDN/

IMpumeuanue: [poaykr coorBercTByeT Tpedopanusm HI

3akmouenne: OJOBPEHO

Prepared by /
TMoarorosneno: Naresh

Kumar é‘ i/

Checked by /
ITposepero: Ramakant

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoaurens

Reprint Date /
JlaTta: 26.03.2022

Reprint Date /
Hara: 26.03.2022

Amit Kumar e
Reprint Date /

Jata: 26.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, £mail: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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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

CEPTUOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon” Dkenpece (keToponak) TabJIeTKH, IHCHEPrHPYEMbIE B N10JI0CTH pTa, 10 Mr

Batch No / : V2200552 Batch Quantity / : 36,00,000 tab/
Cepust Ne Oo0bem cepun 36,00,000 Tab
Analytical Report No / : 890001580909 Date of Analysis / 26.03.2022
Axanuruiyeckuii oTyeT No Jata anaynsza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JlaTta mpoH3BOACTBA T'onen go

Analysis performed according ND / Ananu3 nposenen no HJL:
JITI-004929-011119 (amend Nel from 27.12.2021 / m3menenne Nel ot 27.12.2021)

Page Sof 7/ Crp.S5u3 7

8 Related impurities / PoacTBennbie npumecH

1-rupoKcHaHaior

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /
Hwke npenena o6Hapyxenus (I10 =

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

KeTopoJaka 0.0010 %)
ketorolac 1-keto analog/ 0.02 % Not more than 0.5 % / He 6oxee 0,5 %
1-KeTOaHATIOT KETOpOJIaKa
Any unidentified impurity / 0.03% Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHas
HeneHTHQUIMPOBaHHAS
npHUMeCh
Total impurities / 0.1 % Not more than 1.0 % / He 6oxee 1,0 %
Cymma nmpumeceit

9 Water / Bona 20% Not more than 7.0% w/w /

He 6o1ee 7,0 %

10 | Residual solvents by GC/ OcTaTo4unbie Oprasuieckue pacTBOPUTENU

Isopropyl alcohol /
HzonponaHon

2 pgftab /
2 MKI B TabneTke

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

Rewarks . The Product conluoiis o ND/
[Mpumeuanue: [IpoaykT coorercTByeT Tpeboranuam HJJ

Conclusion 1 APPROVED /
3axaouenue: OJOBPEHO

Jarta: 26.03.2022

Jara: 26.03.2022

Jara: 26.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
HOJ:LFOTOBneH}Naresh [IpoeepeHo: Ram@kant Ono6peno: Menemxep / Pykosoanresns
Kumar . L\ Amit Kumar :
U Ao
/ V' [& %\P&/ /lr,/
Reprint Date / Reprint Date / Reprint Date /

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyd

erabad - 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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CERTIFICATE OF ANALYSIS

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

CEPTHO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoayxr: Keropon” Dkenpece (keToponak) TabieTkH, AHCIIEPrHpyeMble B MOJIOCTH PTa, 10 Mr

Batch No / 1 V2200552 Batch Quantity / : 36,00,000 tab/
Cepus Ne Oo0bem cepli 36,00,000 Tab
Analytical Report No / : 890001580909 Date of Analysis / 26.03.2022
AHaJuTHYECKHH oTUeT N2 Jlara anaausza

Date of Manufacture / : Mar.2022 Date of Expiry / Feb.2024
JaTta npou3BoAcTBA TI'onen no

Analysis performed according ND / Ananus nposeaes no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

11 | Microbial enumeration tests / MukpoGuoaorayeckas 4ucrora*

a) Total Aerobic Microbial
Count / Ob11ee YHCIIO0
a3pOOHBIX MUKPO-
OpraHU3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast
and moulds count / Obmiee
YKCIIO JPONOKEBBIX U
IIECHEBBIX IPHOOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/T

¢) Escherichia Coli

Absentin 1 gram /
OtcyTctBYeTB 1 T

Shell be absent in 1 gram /
OtcytcTBHEe B 1 T

content / Conepxanue
OYTHITMIPOKCHAHM30J12

12 | Uniformity of dosage units / 3.0 Acceptance value (AV) not more than
OIHOpPOAHOCTD 15.0 / TIlpuemouHoe 3HaueHHE (AV) He
JA03UPOBAHUS Gonee 15,0.

13 | Assay/KoauyecTBeHHOE 10.1 mg/ 10.1 mr From 90mg to 11.0mg of
onpejeneHue (101.5 %) C15H;3NO3C4H 1 NO; {(ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr
J0 1 1,0 MI C15H13NO3'C4H11NO3
(keToponaka TpoMeramuH) (ot 90,0 mo
110,0 % OT 3asBNEHHOTrO KOJIHUYECTBA) B
TabneTKe

14 | Butylhydroxyanisole 0.0968 mg/tab / Not less than 0.042 mg/tab /

0.0968 Mr B TabneTKe

He menee 0,042 Mr B TabneTke

Remarks : The Product conforms to ND/
IMpumeuanue: Tpoaykr coorBeTcTByeT Tpedosanuam HJI

Conclusion : APPROVED /
3akawgenne: OJOBPEHO

Prepared by /
TMoarororneHo: Naresh

Kumar /
/1
O

Checked by /
[Tpoeepeno: Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaurens

Amit Kumar
N
{S(.f/*”

Reprint Date /
Jara: 26.03.2022

Reprint Date /
Iara: 26.03.2022

Reprint Date /
Hara: 26.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- Q1 AN AQON 2900, Fav- +971 40 490N 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

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
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CEPTHOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkenpecc (keToposiak) TabaeTkH, AHCHEpPrapyeMbie B MOJIOCTH pTa, 10 mr

Batch No / + V2200552 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepHH 36,00,000 Tab
Analytical Report No / : 890001580909 Date of Analysis / 1 26.03.2022
AHajaaTHYecKHi oTueT Ne JlaTa ananu3a

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
Jara mpousBoacTBa I'onen no

Analysis performed according ND / Ananu3s nposeaen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel ot 27.12.2021)

Page7 of 7/Crp. Tuz 7

10 tablets in a blister of | 10 tablets in ablister of (PA/AL/PE with

15 Package / YnakoBka
(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 | Tabnetox B Giuctepe u3 (IIA/AJUTID ¢
pack. / Tlo 10 Tabrerox B | Bnaromornoturenem/IIOBII) donsru //
6mucrepe uz  (IA/AJVITD ¢ | (ITD/AJT) ponsru. [To 1 win 2 Ganctepa
piaronoraoTutenaemM/II3BII) ¢ HUHCTpYKIMEH DO MNpHMEHEHHIO B
doneru // (IIS/AJT) ¢oaeru. Ilo | mauky KapTOHHYIO.
2 Gnucrepa ¢ MHCTPYKUHUEH I10
NPUMEHEHHUIO B HayKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootsetcTBrE ¢ H/|

17 | Storage conditions / Below 25 °C. / IIpu temnepatype He Bbmie 25 °C.

Xpanenue
18 Shelf life / Cpox roanocTn 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.

* TIpH BhINyCKe JIEKAPCTBEHHOIr0 MpenapaTa KOHTPOJIb Ka4ecTBa M0 MOKA3aTe 0
«MHKPpOGHOJ0rHYECKA YHCTOTA» POBOAUTCH AIs Ko 20-0if cepyH, WM A1l OXHOMH CEPHH B rof,
B 3AaBHCHMOCTH OT TOI'0, YTO HACTYNHT pPaHbIUE.

Remarks : The Product conforms to NDV/ Conclnsion : APPROVED /
Ipumeyanue: [IponykT cootBeTcTBYET Tpebosanusm HJI 3Zakmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrorosneno: Naresh [Tpoeepeno: Ramakant Ono6peno: Menemxep / PykoBoaurens
Kumar \ ' ) Amit Kumar
//4/ %{A\\“ﬂ/ O el

[ r
Reprint Date / Reprint Date / Reprint Date /
Jara: 26.03.2022 Hara: 26.03.2022 Hara: 26.03.2022

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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