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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoayxT: Keropon" Dkenpece (keToposak) TaGaeTKH, AMCNEprupyemble B nonoctu pra, 10 mr

JaTta nponssojcTBa

Batch No / 1 V2200790 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001591292 Date of Analysis / 19.05.2022
AnaquTH4ecKknii oTyer Ne JaTta ananunza

Date of Manufacture / : Apr.2022 Date of Expiry/ Mar.2024

T'oxen no

Analysis performed according ND / Ananu3 nposeaen o HJIL:
JHI-004929-011119 (amend Nel from 27.12.2021 / uamenenune Nel ot 27.12.2021)

Pagelof 7/Crp. 1 m37

No . ]

No Test / [TokazaTennb Results / Pe3yabTaTht 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. / Kpyrneie, nnockue Kpyrunsie, nnockue Tabnetku ¢ ackoit,
TabneTku ¢ Gackoi, CBETNO- CBETJIO-XKENTOr0 LBLTa C IPaBHpOBKOM
JKEJITOTO LIBETa C TPaBUPOBKOLH «|» Ha OIHOM CTOpOHeE. 1
«» Ha omHOMU cTOpOHe. A

2 Identification / TloannHHOCTL

Ketorolac / Kemoponak

a) ByUv/
Y®-cnekrpodoromMeTpust

Complies / CooTBeTcTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / YO-cnexpsl
NOTJIOLEHHS UCTILITYEeMOTO pacTBopa U
pacTBOopa  cTraHpapTHoro  obpasua
KeTopoflaka TpPOMETaMHUHA  JOJIXKHBI
MMETE MAKCUMYMBI [TPY ORHOH U TOM e
JUIMHE BOJHEI (£ 2 HM).

Remarks : The Product conforms to ND/

ITpumeuanue: Ilpoaykrt cooTBeTcTBYET TpeGoBaHusam HJI

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Hara: 19.05.2022

Hata: 19.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroeneno: Ankit IIposepeno: Bravesh Rana Onobpeno: Menemxep / PykoBoauresnn
2 ,; Amit Kumar 0N A
(A A L
Reprint Date / Reprint Date / Reprint Date /

Hara: 19.05.2022

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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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

CEPTHO®PUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HMpoaykr: Ketopon" Dkenpecc (keTopoiak) TableTku, AMcneprupyemble B ronocTy pra, 10 mr

Batch No / : V2200790 Batch Quantity / : 36,00,000 tab /
Cepusa Ne QoBem cepun 36,00,000 Tab
Analytical Report No / : 890001591292 Date of Analysis / 19.05.2022
AHAaTUTHYECKHH oTYeT No JlaTa anasusa

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
Jara npou3BoAcTBA T'onen xo

Analysis performed according ND / Ananns nposeaen no H/:
JIIT-004929-011119 (amend Nel from 27.12.2021 / uamenenune Nel ot 27.12.2021)

Page2 of 7/ Ctp. 2 u3 7

No

Test / [Toka3zaTenn
Ne

Results / Pe3yabTarhl

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). / Bpemsa ymepxuBaHusa
OCHOBHOI'0 IMKa Ha XpoMarorpaMmme
UCMBITYEMOrO  pacTBopa  JOJIKHO
COOTBETCTBOBATH BPEMEHH
yIep)XKuBaHHsg OCHOBHOrO IIMKa Ha
XpoMaTorpaMme pacTBopa
CTaH/IapPTHOTO KeToponaka
TpoMeTaMHHa (paznen
«KoJIM4ecTBEHHOE OTpeNelIeHUEY).

obpaslia

Remarks : The Product conforms to ND/
[Tpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarororsieHo: Ankit

( A

Checked by /
IIpoBepeHo: Pra['v;f;'éh Rana

{

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoauress

Amit Kumar N\ %~
| 2
i il

Reprint Date /
Hata: 19.05.2022

Reprint Date /
Jara: 19.05.2022

Reprint Date /
Jara: 19.05.2022

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: L85195AP1984PL.C004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

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
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon" Dkenpece (keroponak) TableTku, AucneprupyeMble B nonoct pra, 10 mr

Batch No / : V2200790 Batch Quantity / : 36,00,000 tab /
Cepusn Ne O6Bem cepun 36,00,000 Tab
Analytical Report No / : 890001591292 Date of Analysis / 19.05.2022
AHasuTH4YecKMi oT4yeT Ne Jara ananusa

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
HdaTta npoussoacrea Topen no

Analysis performed according ND / Anannz nposenen no H/L:
JIII-004929-011119 (amend Nel from 27.12.2021 / n3amenenne Nel or 27.12.2021)

Page3of 7/Crp.3m37

i.:) Test / [loka3zaTeb Results / PesyabTaThl Specification / Hopma

3 Identification Complies / CooTBeTcTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
[MopamHHOCTL butylhydroxyanisole peaks on the

chromatogram of the test solution
should correspond by the retention times
to  2-butylhydroxyanisole and  3-

Oy THJIrMAPOKCHAHHU30J1

butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / BpeMeHa ynepXuBaHHA
NUKOB  2-0yTUATMAPOKCHAHU30IA U
3-6yTIWIrHApOKCHAaHHN30/1a Ha
XpoMarorpamme HCTIBITYEMOTO
pacTBopa JAOJKHBl COOTBETCTBOBATb
BpeMeHaM yIAEePXKHBAHHA NIHKOB
2-0y TUNTrAIPOKCHAHU301a U
3-0yTHITHAPOKCHAHU30IA Ha
XpoMaTorpaMmme pacTBOpa
CTaHAAPTHOTO obpasua
OyTHUITHAPOKCHAHU30I1a (paznen
«CopepxaHue

OYTUNTUOPOKCUAHU30IA).

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr no 72,8 Mr (70,0 Mr+£4,0 %).

4 Average weight / Cpenusis 69.5mg/ 69.5 Mr

mMacca

Remarks : The Product conforms to ND/

IIpumeuanue: IIpogykT cooTBeTCTBYET TpebopaHusaM HJI
Prepared by / Checked by / Approved by: Manager/Executive /
IMonrorosneno:Ankit ITpoBepeno: Pravesi Rana Onobpeno: Menemxep / Pykopoaurenb

C %'1 : (/J _ Amit Kumar P(;\ \,//

Reprint Date /
Jara: 19.05.2022

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Reprint Date /
Jara: 19.05.2022

Reprint Date /
Jara: 19.05.2022

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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IIpoaykT: KeTopon

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Oxcnpecc (keToponak) TabAeTKH, AUCTIePrHpyeMble B MONIOCTH pTa, 10 Mr

Batch No / : V2200790 Batch Quantity / + 36,00,000 tab /
Cepust Ne O6beM cepuu 36,00,000 Tabd
Analytical Report No / : 890001591292 Date of Analysis / 19.05.2022
Ananurnyeckui oryer Ne Jlara ananusa

Date of Manufacture / : Apr.2022 Date of Expiry / Mar.2024
JaTta npousBoacTBa T'omen no

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

Page4of 7/ Crp. 4u3 7

§.00 Test / [TokasaTenab Results / PesyabTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOpOAHOCTHL Macehl 2/20 tablets - not more than + 20 % /
18/20 Ttabnerox — He OGomee =+ 10 %
2/20 Tabnetok — He Gonee = 20 %
5 Disintegration time / 22sec/ 22 cek Not more than 3 min / He 6onee 3 Mun
Pacnapaemoctnb
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 99% Not less than 75% (Q) of
. Ci15H13NO3+C4H [ NO; (ketorolac
Unit-2 / Tabn-2 99% tromethamine) in 15 min / He meHee
Unit-3 / Ta6a-3 95 % 75 % Q) CisH13NO3+C4H 1 NO;
. o (xeToponaka  TpOMETaMHUH)  4Yepe3s
Unit-4 / Tabn-4 97% Shie
Unit-5 / Tabn-5 97%
Unit-6 / Ta6n-6 100%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTb 710 pm sieve is formed. / O6pazyercs
OJHOpOJHAs CYCIeH3Hs, NpoXonsiuas
CKBO3b CHUTO C pa3MepoOM OTBEPCTHIA
710 MxM.

Remarks : The Product conforms to ND/

[Tpumeuanue: IlponykT cootBetrcTBYeT TpeboBanmsm HJ

Conclusion : APPROVED /
3axkarouenne: OJJOGPEHO

Prepared by /
IToarororneno: Ankit

a

Checked by /
IIposepeHo: Pravesh)Rana

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBonuresns
Amit Kumar

-

.

Reprint Date /
Hara: 19.05.2022

Reprint Date /
Jara:

19.05.2022

Reprint Date /
Jara: 19.05.2022

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: maii@drreddys.com

CIN: L85195AP1984PLC004507
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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Oxkcnpecc (keToponak) TabNeTku, AUCrieprupyemble B MosocTH pra, 10 mr

(@

IIpoaykr: Ketopon

Batch No / : V2200790 Batch Quantity / : 36,00,000 tab /
Cepust Ne Oo0bem cepuu 36,00,000 Tab i
Analytical Report No / : 890001591292 Date of Analysis / : 19.05.2022

AHanurH4eckuii oryer Ne

Jara anaimsa

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024

,Z[aTa IIpOM3BOACTBA

Toxen mo

Analysis performed according ND / Ananau3 nposenen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021 / mamenenne Nel ot 27.12.2021)

Page50f 7/ Crp. Sm3 7

8 Related impurities / PogcTBenHble npuMecH

ketorolac 1-hydroxy analog /
1-ruapokcuasaior
KeTopoJlaka

Below Limit of Detection(LOD Not more than 0.5 % / He 6onee 0,5 %
:0.0010%)

ketorolac 1-keto analog/

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

1-KeToaHaIOT KETOpOJaka 0.06 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHasA 0.04%
HenIeHTUDHLIMPOBaHHAs
HpUMech
Total impurities / 0.1% Not more than 1.0 % / He 6oxnee 1,0 %
CymMMa npumeceit
9 Water / Bona 2.1% Not more than 7.0% w/w /

He 6onee 7,0 %

10 Residual solvents by GC/ OcTaTouyHble oprann4eckue pacTBOPUTEIU

Isopropyl alcohol / 2ug/tab/ 2 pg/tab Mxr B Not more than 350 pg/tab /
HzonponaxHon TabneTke He 6onee 350 Mkr B TabneTke
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIpoaykr cooTBeTcTBYET TpeboBanuaM HJ 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno:Ankit IIposepeno: Pravesh Rana Onob6peno: Menemkep / Pykopoaurens
(/ﬂ 4 Amit Kumar {L\ ”L\r/’
Reprint Date / Reprint Date / Reprint Date /
Hara: 19.05.2022 Jata: 19.05.2022 Hara: 19.05.2022

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



‘..o Dr. Reddy's Laboratories Ltd.

X ! * Formulation Unit-6

DI’. Reddy S o 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" Dkenpece (ketoposak) TabAeTKH, ANCMIEPTUPYEMbIE B [1010CTH pTa, 10 M

Batch No / : V2200790 Batch Quantity / : 36,00,000 tab /
Cepus No Oo6beM cepun 36,00,000 Tab
Analytical Report No / : 890001591292 Date of Analysis / : 19.05.2022
AHnanutudeckuii oryer No JlaTa anaganza

Date of Manufacture / : Apr.2022 Date of Expiry / : Mar.2024
JaTta nponsBoacTBa T'onen go

Analysis performed according ND / Ananu3 nposeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / namenenne Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

11 Microbial enumeration tests / MuxpoGuosornueckast 4ucrora*

a) Total Aerobic Microbial 5 CFU/g /5 KOE/r Not more than 1000 CFU/g /
Count / Obuiee uucio He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-

OpTaHHu3MOB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O61ee Menee 10 KOE/r He 6onee 100 KOE/r

YHCI0 APOACKEBBIX U
MJIECHEBBIX TPHOOB

¢) Escherichia Coli Absent / Shell be absent in 1 gram /
OTCcyTCTBYET OtcytctBUE B 1 T
12 Uniformity of dosage units / 3.8 Acceptance value (AV) not more than
OaHopoaHOCTDH 15.0 / [IpuemouHoe 3HaueHue (AV) He
03UpPOBaHUS 6onee 15,0.
13 | Assay/KonnvyecTBeHHOe 10.1 mg/ 10.1 Mr From 90mg to 11.0mg of
onpeaegeHue (101.0 %) CsH13NO3°C4H; (NO3 (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr A0
1 1,0 MTI C15H13N03'C4H11NO3
(xetoponaka TpomeramuH) (oT 90,0 mo
110,0 % oT 3asBNEHHOTO KOJIWYECTBA) B

TabneTke
14 | Butylhydroxyanisole 0.0945mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHune 0.0945 mr B Tabnerke He menee 0,042 mr B TabneTke
Gy THIIrHAPOKCHAHU30/1A
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [poaykT cooTreTcTBYET Tpeboranusam HJL 3axmodenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoaroroeneno:Ankit ITposepeno: Pravesh Rana Ono6peno: Menemxep / Pykosogurens
C. fr\, —é’" / Amit Kumar L\ﬁ.‘k —
= e ; /
Reprint Date / Reprint Date / Reprint Date /
Jara: 19.05.2022 Hara: 19.05.2022 Jara: 19.05.2022

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

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02

CEPTHOUKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon" Drenpece (keToponak) TabneTku, AMCNepripyeMble B ONOCTH pra, 10 mr

Batch No/ 1 V2200790 Batch Quantity / : 36,00,000 tab /
Cepnsa Ne Ob6nbem cepun 36,00,000 Tad
Analytical Report No / : 890001591292 Date of Analysis / : 19.05.2022
AHajauTHYecKuil oTyeT No Jlara anannza

Date of Manufacture / ¢ Apr.2022 Date of Expiry / ¢ Mar.2024
Jara npounssBoacrea Tonen no

Analysis performed according ND / Ananus nposeaen no HJI:

JI11-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page7of 7/Crtp. Tuz 7

15 Package / Ynakoeka

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 rabnerox B
Onucrepe u3  (TTA/AJUTID ¢
sraaronornotutenem/I[19BII)
donsru // (II3/AJT) bonern. o
2 baMcTepa ¢ MHCTPYKUMEH MHO
NPUMEHEHHUIO 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. / IIo 10 TaGnetok B
6aucrepe u3 (TTA/ATI/TID c
Brnaronornoturenem/I19BI)  doneru //
(IT3/AJ1) pombru. ITo 1 nnu 2 Gnuctepa c
MHCTPYKLHMEH 10 NPUMEHEHHIO B TauKy
KapTOHHY!O.

16 | Labeling / Mapkuposka

According to ND / B coorsercTeuum ¢ HJJ

17 | Storage conditions /
Xpanenue

Below 25 °C. / Ilpu Temniepatype He Boilie 25 °C.

18 | Shelf life / Cpok roanocru 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.

* IlpH BbInycKe JIEKAPCTBEHHOT0 NPENapaTa KOHTPOIb KAYeCTBA M0 NOKA32Te 110
«MuKpOOHOIOrHYeCKas YHCTOTAY POBOAUTCS A KAKAOH 20-0ii CepHu, HJIH /151 OJHOMH CEpHH B o,
B 3aBUCHMOCTH OT TOI'0, YTO HACTYIIHT PaHbIIe.

Remarks : The Product conforms to ND/
[pumeuanne: Ipoaykr cooreTcTRYeT TpeboBanusam HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IToarorosneHo: Ankit

73

Checked by /
[TposepeHo: Pravesh Rana

-

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

Amit Kumar /kvw\*_/

Reprint Date /
Hara: 19.05.2022

Reprint Date /
Hara: 19.05.2022

Reprint Date /
MHara: 19.05.2022

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




