Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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
Hponykr: Ketopon® Dxcnpecc (keToposak) TabneTky, JUCepripyeMbie B NON0cTH pra, 10 mr

Batch No / : V2202682 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6neM cepun 36,00,000 Tab
Analytical Report No / : 890001639457 Date of Analysis / 17.01.2023
AHaJHuTHYIeCKHIT oTueT Ne Jara anajanza

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JlaTa IpoH3BOACTBA Toaen no

Analysis performed according ND / Ananus nposegen mo H/I:
JII1-004929-011119 (amend Ne1 from 27.12.2021 / uamenenune Nel or 27.12.2021)

Page1lof7/Crp.1u37

No

V®-criekTpooTOMETPHUA

Ne Test / [TokazaTesb Results / PesynsTaTh! 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. / Kpyrnsle, niockue Kpyrisie, riockuie TabieTkd ¢ Gackoi,
TabneTkH ¢ dackoi, CBeTIO- CBETNO-KENTOTO LBETA C IPaBUPOBKOH
XeJITOTO LBeTa C rPaBUPOBKO «» Ha 0JTHOM CTOpOHE. )
«l» Ha 0IHO}1 CTOPOHE.
2 Identification / IloanuHHOCTD
Ketorolac / Kemopoaax 7
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®-cnexTpsl
MOIJIOMIEH s HCIBITYEMOTO pacTBOpa 1
pacTBopa  cTaHmapTHoro  ofpasua
KETOpOJaka TPOMETaMMHA  JOJIKHBI
HUMETh MAaKCUMYMbI IPH ORHON U TOMH ke
JUIMHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: [IpogykT coorseTcTBYeT TpebosanusaM HJI

Conclusion: APPROVED /
Zaxmwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Shivani Devi HpOBepeHO:,_I‘{amakant Ono6peHo: Menemxkep / PykoBogutesib
- 4 - q M . ku P
ki T i W
Reprint Date / Reprint Date / Reprint Date /
Jara: 17.01.2023 Jara: 17.01.2023 Jara: 17.01.2023

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
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CEPTHOHKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dkeripece (keToponak) TabneTkH, AHCNEPriupyembie B [0J10CTH PTa, 10 mr

Batch No / : V2202682 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O6bem cepHnt 36,00,000 Tab
Analytical Report No / : 890001639457 Date of Analysis / 17.01.2023
AnannTuuecknii oruer Ne Jara anannza

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JaTa npoM3BOACTBA T'omen no

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

Page2 of 7/ Crp. 2 n3 7

No

Test / [ToxkaszaTenb
No

Results / PesyabTaTsl

Specification / Hopma

b) By HPLC/ BDXX

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  ydepXHBaHHs
OCHOBHOT'O MHKa HAa XpoMaTorpaMMe
UCTBITYEMOrO  pacTBopa  [OJIKHO
COOTBETCTBOBATD BpEMEHH
YIOEp)KUBAaHUA OCHOBHOTO TMHKAa Ha
XpoMaTorpaMme pacTBoOpa
CTaHAApPTHOTO KeTopoJiaka
TpOMeTaMHHa (pa3zen
«KonuuecTBEHHOE ONPENEICHUE»).

obpaszua

Remarks: The Product conforms to ND/

[Tpumeuanue: ITpoaykT cooTBeTcTBYET Tpebosannam HIT

Conclusion: APPROVED /
3axaouenne: OJJOBPEHO

Hara: 17.01.2023

Hara: 17.01.2023

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

[ToxrorosneHo: Shivgxi Devi HpOBepeHQ:/};{)amakant Opnobpeno: Menemkep / PykosoauTens
S [} Manoj kumar -

Reprint Date / Reprint Date / Reprint Date /

Jara: 17.01.2023

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
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Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Dxenpece (keToposak) TabNeTKH, AUCNePripyeMbie B TOJIOCTH pra, 10 mMr

Batch No / : V2202682 Batch Quantity / : 36,00,000 tab /
Cepusa Ne O6mneM cepH 36,00,000 a6
Analytical Report No / : 890001639457 Date of Analysis / : 17.01.2023
AHanuTHYeCKHi oT4eT Ne Jara apaigusza

Date of Manufacture / : DEC.2022 Date of Expiry/ . : 'NOV.2024
JlaTa mpou3BoOACTBA T'onen no

Analysis performed according ND / Ananus nposenen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021 / u3amenenne Nel or 27.12.2021)

Page3 of 7/Crp.3m3 7

No
Ne
3 Identification Complies / CooTBETCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IloagnuHHOCTL butylhydroxyanisole peaks on the
Oy TUITUAPOKCHAHU30 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 yIepXHBaHUA
OUKOB  2-OyTHITHOPOKCHaHU30NA M
3-GyTHITHAPOKCHAHU30/1a Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBopa JO/DKHBI COOTBETCTBOBATbH
BpeMeHaM yIep KUBaHUA MHMKOB
2-0y THITHAPOKCHAHN30MA H
3-6yTHITHAPOKCHAHU30M1a Ha
XpoMarorpamMme pacTBopa
CTaHJapPTHOIO o0pasua
OyTHITHAPOKCHAHM3011a (pazmen
«CoJlepxaHHe
GYTHITHAPOKCUaHU301a»).

Test / ITokasaTenb Results / PesyibTaTsl Specification / Hopma

4 Average weight / Cpeansis 69.5 mg/ 69.5 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
Macca Ot167,2 Mr g0 72,8 mr (70,0 Mmr+ 4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Hpumeuanue: [IpoaykT coorseTcTByeT TpeGosanusam HJL Bakarouenne: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroToneHo: Shjv}tm’ Devi ITporepeno: Ramakant Ounobpero: Menemxkep / Pykooautefib

T D Lt Manoj kumar /
I f%ut% : gLt

Reprint Date / Reprint Date / ' Reprint Date /
Hara: 17.01.2023 Hara: 17.01.2023 Jara: 17.01.2023

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: L85195AP1984PLCOC4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02
CEPTHU®UKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dkcnpece (keToponak) TabIeTKH, ANCMEPrHpYeMbIe B NI0I0CTH pTa, 10 mr

Batch No / 1 V2202682 Batch Quantity / : 36,00,000 tab /
Cepust No O0beM cepuH 36,00,000 Tab
Analytical Report No / : 890001639457 Date of Analysis / : 17.01.2023
AHaJuTHYeCKHii oTueT Ne Jara anajamsa

Date of Manufacture / : DEC.2022 Date of Expiry / - NOV.2024
dara npounssoacTrea Togen no

Analysis performed according ND / Ananu3 nposenen mo HJ/L:
JII-004929-011119 (amend Nel from 27.12.2021 / usmenenne Nel or 27.12.2021)

Page4 of 7/ Crp. 4137

i.oo Test / IlokazaTenn Results / PesyabtaThl Specification / Hopma
Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than = 10 %
OAHOPOAHOCTHL MacChl ; 2/20 tablets - not more than + 20 % /

18/20 Tabietrox — He 6Gonee =10 %
2/20 Tabnerok — He Gonee + 20 %
5 Disintegration time / 17 sec /17 cex Not more than 3 min / He 6onee 3 Mux
Pacnagaemoctn
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 98 % Not less than 75% (Q) of
. Ci5sH13NO3=C4H 1 NO3 (ketorolac
Unit-2 / Tabn-2 98% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 102% | 75% (Q  CisHisNO3*CsHiNO;
. o (keTopojiaka  TpPOMETaMMH)  4epes3
Unit-4 / Tabn-4 102% 15 MuH
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 96%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 um sieve is formed. / OGpasyeTtcs
OIHOPOOHAs CYCHEH3Hs, NPOXOoAsmast
CKBO3b CHUTO C pasMepoM OTBEpCTMi
710 MKM.

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

ITpumeyanue: [Tpoaykr cooTBeTcTBYCT TpebopaHuAM H/I 3axaoiuenne: OJJOFPEHO

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

IToaroroeneno: Shivani/ Devi IIpoeepeno: Ramakant Ono6peno: Menemxep / PykosoguTtesjb

bi ’%uw Manoj kumar Mﬁﬁ
.\
Reprint Date / Reprint Date / Reprint Date /
Jara: 17.01.2023 Hara: 17.01.2023 Hara: 17.01.2023

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: 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
Tel : +91 98166 56001-02

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Ketopon™ '3Kcnpecc (keToposak) TabneTKH, AUCHIEPrHpPYEMBI€ B II0JIOCTH pTa 10 Mr

Batch No / 1 V2202682 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0beM cepun 36,00.000 Tab
Analytical Report No / : 890001639457 Date of Analysis / 17.01.2023
AnaJHTHYecKHH oTueT Ne JlaTa agaJu3a

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JlaTa mpoH3BOACTBA T'onen ao

Analysis performed according ND / Ananns nposenen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

PageSof 7/ Crp.Su3 7

8 Related impurities / PoacTBeHnble npumecu

1 -THAPOKCHUAHAIOT
KETOpOJ1aKa

ketorolac 1-hydroxy analog /

Below limit of detection (LOD =
0.0010 %) / Hixe mpenena
o6uapyxenus (IO = 0.0010%)

ketorolac 1-keto analog/
1-keToaHANoT KeTopojaKa

0.03%

Any unidentified impurity /
eqUHIYIHAS
HeHIeHTHHUIIMPOBAHHAsA
NpHUMECh

0.03%

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

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

Not more than 0.5 % / He Gonee 0,5 %

Total impurities /
CyMMa npumecei

0.1%

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

9 Water / Boaga

2.4%

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

10 | Residual solvents by GC/ OcTaTo4YHbIe OPraHndecKue pacTBOPUTENH

Ioopropyl alochol /
UzormnponaHoi

8 pg/tah /R mur m TahneTKe

Not mare than 330 pe/tab /
He 6onee 350 MKr B TabneTke

Remarks: The Product conforms to ND/
[pumeuanne: [Ipogykr cooteTcTByeT Tpebosanuam H/T

Conclusion: APPROVED /
3akaouenne: OAOBPEHO

Jara: 17.01.2023

Jara: 17.01.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneno: Shivani Devi HpOBepeHo amakant Opobpeno: Menemxkep / PyKOBomlTenh

/A[ ?()lU- ULC /Lf' Manoj kumar Vooorfisre)
Reprint Date / Reprint Date / Reprint Date /

Jara: 17.01.2023

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: 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

CEPTU®HUKAT AHAJIM3A  www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Ketopon" Dkenpece (ketoposiak) TabaeTki, AHCIEprupyembie B MOJIOCTH pTa, 10 Mr

Batch No / : V2202682 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0BeM cepuu 36,00,000 Tab
Analytical Report No / : 890001639457 Date of Analysis / 17.01.2023
AnajuTHyecKHiH oTueT Ne Jara ananuza

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
Jara npon3BoicTBA T'onen no

Analysis performed according ND / Ananu3 nposenen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021 / u3menenne Nel ot 27.12.2021)

Page 6 of 7/ Crp. 6 u3 7

11 | Microbial enumeration tests / MukpoGHoaoruyeckas yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee 4uciio He 6onee 1000 KOE/r
a3pOoOHBIX MUKPO-
OpraHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6onee 100 KOE/r
YHCIIO APOMNOKEBBIX H
IUIECHEBBIX MPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBue B 1 1
12 | Uniformity of dosage units / 3.5 Acceptance value (AV) not more than
OaHOpoAHOCTH 15.0 / IIpuemouHoe 3HayeHue (AV) He
A03UpPOBAHHS 6onee 15,0.
13 | Assay/KoauuyecTBeHHOE 9.8 mg /9.8 Mr From 90mg to 11.0mg  of
omnpejeleHye (97.8%) Ci15H13NO3*C4H1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr n0
1 1,0 MT C15H13N03'C4H| |NO1
(xeToposnaka TpomeramuH) (ot 90,0 mo
110,0 % OT 3aABIEHHOIO KOJHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0881 mg/tab / Not less than 0.042 mg/tab /
content / Copaepxanue 0.0881 mr B TabneTke He menee 0,042 mr B Tabnetke
OYTHUJITHAPOKCHAHH301A

Remarks: The Product conforms to ND/
IIpumeuanue: [Iponykt cootBetcTByeT Tpebosanusm HJI

Conclusion: APPROVED /
Zaxmouenne: OJOBPEHO

JlaTa: 17.01.2023

Jara: 17.01.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosieHo: Shivagi Devi [TpoeepeHo: Ramakant Onobpeno: Menemxep / Pykosoaure)ib
/_) . -
J T {,\ ’){w*ﬁﬂj Manoj kumar bt
Reprint Date / Reprint Date / Reprint Date /

Hara: 17.01.2023

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: 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 7| ; 191 98166 56001-02
CEPTUDHKAT AHAJM3A  www.drreddys.com

Dr.Reddy’s €%

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponykr: Ketopon” Dkenpecc (keToposak) TabGneTKky, ANCneprupyemble B noiocTu pra, 10 mr

Batch No / : V2202682 Batch Quantity / : 36,00,000 tab/
Cepus Ne O0beM cepiu 36,00,000 Tab
Analytical Report No / : 890001639457 Date of Analysis / 17.01.2023
AnannTHYecKuil oTyeT Ne Jdara anaansa

Date of Manufacture / : DEC.2022 Date of Expiry / NOV.2024
JaTa npoM3BOACTBA Tomen go

Analysis performed according ND / Anann3 nposenen mo HJL:
JI1-004929-011119 (amend Nel from 27.12.2021 / n3menenne Nel ot 27.12.2021)

Page70f7/Crp. 7Tu3 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. / ITo 10 Tabnerok B
information leaflet in a carton | Gmucrepe u3 (TTA/AJI/ITD c
pack. / Tlo 10 TabneTok B prnaronornoturenem/[I3BIT) doneru //
Gmuctepe w3 (TTA/AT/IID ¢ | (IIB/AJD) doneru. Ilo 1 wru 2 énuctepa ¢
pnaronornotureneM/TI3BII) MHCTPYKIMEH N0 NPUMEHEHHIO B MauKy
¢oapra // (IIS/AJ]) donsry. Ilo | kapToHHYIO.

2 GnicTepa ¢ MHCTPYKLMEH MO ]
NPUMEHEHHIO B fayKy
KapTOHHYIO.
16 | Labeling / MapkupoBKa According to ND / B coorBeTcTBUH ¢ H/|
17 | Storage conditions / Below 25 °C. / Tlpu Temnepatype He Boime 25 °C.
XpaHeHHe
18 | Shelf life / Cpok roanocTn 2 years /2 ropa

* 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 BBIMYCKe JIEKAPCTBEHHOT0 NPenapara KOHTPOJIb Ka4eCTBa Mo M0Ka3aTeio
«MHKpPOGHOIOrHIeCKAN YHCTOTA» MPOBOJUTCH VIS KaNA0# 20-0i cepuH, WM AIs OJHOM cepHH B I'ofl,
B 3aBHCHMOCTH OT TOI'0, YTO HACTYNHT paHbIIe.

Remarks: The Product conforms to ND/

[Tpumeuanue: [IpoaykT coorsercreyer Tpebopanuam HJI

Conclusion: APPROVED /
akmwouenune: ONOBPEHO

Prepared by /
IoarorosneHo: Shiszi,Devi

Checked by /
IIposepeno: Ramﬁakan

]

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykosoauTesis
Manoj kumar W

Reprint Date /
Jara: 17.01.2023

Reprint Date /
Jara: 17.01.2023

Reprint Date /
Jara: 17.01.2023

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: L85195AP1984PLC0O04507
www.drreddys.com




