Dr.Reddy’s Q3¢

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

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

CERTIFICATE OF ANALYSIS  1,,. 91 98166 56001-02
CEPTU®UKAT AHAJTA3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Oxenpece (ketoponak) TableTKH, AMCEprupyeMbie B IONOCTH pta, 10 mr

Batch No / : V2301903 Batch Quantity / : 3600000 tab /
Cepus Ne Oo6bem cepun 3600000 Tab
Analytical Report No / : 890001690784 Date of Analysis / : 28.09.2023
AHanuTHYeCKHH oTyeT Ne JlaTa ananu3a

Date of Manufacture / : 09.2023 Date of Expiry / : 08.2025
HdaTta npou3BoacTBa TI'oxen no

Analysis performed according ND / Anann3 nposeaen mo H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel or

27.12.2021, usmenenue Ne2 or 11.11.2022)

Page 1 of 8/ Crp. 1 u3 8

Y ®-cnekrpodoToMeTpus

‘1}00 Test / IlokasaTenb Results / Pe3ynpTaTsl 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, miockue | Kpyrisle, miockue TabaeTku ¢ Gackoi,
TabneTkn ¢ (GAackoi, CBETIO- | CBETJIO-XENTOIO IIBETa C IPaBHPOBKOM
JEJITOr0 1BETa C TPaBUPOBKOM | «I» Ha OJHOM CTOpPOHE.
«l» Ha OXHOM CTOPOHE.
2 Identification / IlognuHHOCTH
Ketorolac / Kemoponak
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®-cneKkTpsl
MOFNIOIEHHUS HCIIBITYEMOrO pacTBopa 1
pacTBopa  craHmapTHoro  ofpasua
KETOpOJaka TpOMETaMHHAa  JIOJDKHBI
HMeTh MaKCHMYMBI IIPU OJHOM U TOH Xe
JUIMHE BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: ITpoaykT COOTBETCTBYET Tpebosanuam HJT

Conclusion: APPROVED /
3akmouyenune: OJJOSPEHO

Prepared by /
IToarorosneHo: Santosh

Kumar Maurya %}'\

o

Checked by /
[Mpoepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykopoautes

Mannj Kumar p j
fnduc

Reprint Date /
Jara: 21.10.2023

Reprint Date /
Jlara: 21.10.2023

Reprint Date /
Jara: 21.10.2023

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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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPHUKAT AHAJIM3A

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcnpecc (keToponak) TabIeTKH, JUCTIeprupyeMble B MOJNOCTH pra, 10 Mr

Batch No / : V2301903 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepan 3600000 Tab
Analytical Report No / : 890001690784 Date of Analysis / : 28.09.2023
AnanuTHiecknii oTyer Ne JlaTa apaJjnsa

Date of Manufacture / : 09. 2023 Date of Expiry / : 08.2025
JlaTa NpoH3BOACTBA T'onen o

Analysis performed according ND / Ananu3 nposeaen mo H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nsmenenne Nel ot

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 2 of § /C1p.2 n3 8

No

Test / [loka3zaTennb
Ne

Results / Pe3ynbTaTe!

Specification / Hopma

b) By HPLC / BDXKX

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  yIepXHMBaHUA
OCHOBHOr0 THKa HAa XpOMAaTOrpaMme
UCIILITYEMOTO ~ pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
yIEepXHBaHUs OCHOBHOTO IIMKa Ha
Xpomarorpamme pacTeopa
CTaHJapTHOTO KeTopoJiaka
TpoMeTaMHHA (pazmen
«KonMuecTBEHHOE ONpee/ICHUEN).

obpasna

Remarks: The Product conforms to ND/
Ipumeuanue: [Ipoaykr cooTBeTcTBYET Tpebopanmim H/I

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

JHara: 21.10.2023

Jarta: 21.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: Santosh IIposepeno: Pardeep Kumar | Omobpeno: Menemxkep / Pykosoaurens
Kumar Maurya f _ Manoj Kumar i/ i L u/{)
Reprint Date / Reprint Date / Reprint Date /

Jara: 21.10.2023

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: L85195AP1584PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@e
t/ o® Formulation Unit-6
Dr‘ Reddy S ‘-. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS 1. 91 98166 56001-02

CEPTUDPUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Jkcmpecc (keToponak) TableTKu, AMCIIEPrHpyeMble B MOJIOCTH PTa, 10 mMr
Batch No / : V2301903 Batch Quantity / + 3600000 tab /
Cepus Ne OoBem cepud 3600000 Tab
Analytical Report No / : 890001690784 Date of Analysis / : 28.09.2023
AnanuTHuecKnii oTueT Ne JdaTta ananu3a
Date of Manufacture / : 09.2023 Date of Expiry / : 08.2025
JdaTa npon3BoacTBa T'oaen no
Analysis performed according ND / Anaaus nposeaen no H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel ot
27.12.2021, usmenenne Ne2 or 11.11.2022)
Page30of 8 /Crp.3n38
1;.00 Test / IlokazaTesb Results / PesynbTaTs! Specification / Hopma
3 Identification Complies / CoOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IHoaanHHOCTH butylhydroxyanisole peaks on the
6y THATUAPOKCHAHHM30J] 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 yAepXKUBaHHA
NMKOB  2-OyTHITHAPOKCHAHM30NIA U
3-6yTHIrHAPOKCHAHH30Ia Ha
XpOMaTorpaMme HCIIBITYEMOTO
pacTBOpa IOMKHBI COOTBETCTBOBATH
BpeMeHaM  YOEPXKUBaHHA  ITHKOB
2-6yTHArMAPOKCUAHHM3051a u
3-6yTUArHAPOKCHAHM30JIA Ha
XpoMarorpamme pacTBopa
CTaHJapTHOTO obpasua
OYTUITHAPOKCUAHU30JIA (paznen
«Copaepxanne
6yTHArHAPOKCUAHU30NAN).
4 Average weight / Cpegass 69.6 mg / 69.6 Mmr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 mMr no 72,8 mr (70,0 mr + 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: ITpoaykt coorBeTcTByeT TpeboBaHuam HJL 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Santosh IIposepeno: Pardeep Kumar | Omo6peno: Menemxkep / Pykosoaurens
7 ] /
Kumar Maurya @,_ [ Mannj Knmar h&w}i}‘:ﬂ)
Reprint Date / Reprint Date / Reprint Date /
Hara: 21.10.2023 Hara: 21.10.2023 Hata: 21.10.2023

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



Dr.Reddy’s “:‘

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

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

CERTIFICATE OF ANALYSIS  +.i. .91 98166 56001-02
CEPTUDOHUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecce (keToponak) TablneTkH, Aucneprupyembie B moaocty pra, 10 mr

Batch No / : V2301903 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab
Analytical Report No / : 890001690784 Date of Analysis / : 28.09.2023
AHannTHYecKH oTUeT Ne JlaTa aHa/IH3a

Date of Manufacture / : 09. 2023 Date of Expiry / ¢ 08.2025
Jara npoH3BoacTBA I'onen no

Analysis performed according ND / Ananu3 nposeaen no H/L:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3smenenue Nel or

27.12.2021, nusmenenne Ne2 ot 11.11.2022)

Page4 of 8 /Crp.4mu3 8

1;.00 Test / [loka3aTenb Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOPOAHOCTL MACChI 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He 6Gonee + 10 %
2/20 Tabnetok — He Gonee £ 20 %
5 Disintegration time / 00 min 21 sec / 00 muH 21 cek Not more than 3 min / He 6onee 3 mun
PacnapaemocTn
6 Dissolution / PacTBopeHue Unit-1 / Taba-1 99% Not less than 75% (Q) of
. Ci1sHi3NO3C4H 1NO;3 (ketorolac
Unit-2 / Tabn-2 102% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 101% 75 % Q CisH3NO3*CsH(NO;
. ) (keToponaka  TPOMETaMHH)  4Hepe3
Unit-4 / Tabn-4 102% 15 MuH
Unit-5 / Tabn-5 102%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JAucnepcHOCTD 710 pm sieve is formed. / O6pazyetcs
ONHOpOJHAA CYCIHEH3Ud, MPOXOAAIas
CKBO3b CHTO C pPa3MepOM OTBEpCTUi
710 MKM.

Remarks: The Product conforms

Ipumeuanue: [Iponykr coorBeTcTBYeT Tpebosanusam HJT

to ND/

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /

Tloarorosneno: Santosh
Kumar Maurya \?b

Checked by /
ITpoeepeno: Pardeep Kumar

=l —

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurtesnn

Manoj Kumar @ ) é
LA+
—

Reprint Date /
Jara: 21.10.2023

Reprint Date /
Jara: 21.10.2023

Reprint Date /
Jlara: 21.10.2023

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



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

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Okcnpece (ketoponak) TabNeTKH, AUCTIEPrHpYEMBIE B MONOCTH pTa, 10 mMr

Batch No / : V2301903 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepun 3600000 Tab
Analytical Report No / : 890001690784 Date of Analysis / : 28.09.2023
AHaTHTHYECKHH oTyeT No JlaTa anannia

Date of Manufacture / : 09. 2023 Date of Expiry / : 08.2025
JlaTa mpou3BoJACTBA T'onen xo

Analysis performed according ND / Ananu3 npoBeaen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page Sof 8/ Crp. Su3 8

8 Related impurities / PoncTBeHHBIE IpUMeCH

ketorolac 1-hydroxy analog / Not more than 0.5 % / He 6onee 0,5 %

1-rupoKcHaHaIoT Below LOD (LOD = 0.0010 %) /

Huxe npenena o6Hapyxenus (110 =

KeTopoJaka
0.0010 %)

ketorolac 1-keto analog/ Not more than 0.8 % / He 6oxnee 0,8 %
1-KeToaHaIIor KeTopoiaka 0.05%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
COUHMYHAs 0.01 %
HEeUIEeHTU)UIHPOBaHHAS
pUMeCh
Total impurities / 0.1% Not more than 1.0 % / He 6osee 1,0 %
CymMa npumeceit

9 Water / Boaa 2.7% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTraTouHble OpraHu4ecKHe pacTBOPHTEH

Isopropyl alcohol /
Hzonponanon

10 pg/tab /
10 Mkr B TabneTke

Not more than 350 pg/tab /
He 6omaee 350 MKr B TabaeTke

Remarks: The Product conforms to ND/
ITpumeuanue: [IpopykTt coorBeTcTBYET Tpebopanmsam H/I

Conclusion: APPROVED /
3axaouenne: OJOBPEHO

Prepared by /
IToarotosneHo: Santosh

Kumar Maurya @

Checked by /
Ilpoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /

Ono6peno: MeHemxep / PykoBojyrens
Manoj Kumar M&i

Reprint Date /
Jara: 21.10.2023

Reprint Date /
Jara: 21.10.2023

Reprint Date /
Hara: 21.10.2023

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




Dr.Reddy’s Q*!"

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIN3A

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Ketopon® Dkcnpecc (ketoponak) TabieTKy, AUCHEPrUpyeMble B MOJ0CTH pTa, 10 mr

Batch No / : V2301903 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab
Analytical Report No / : 890001690784 Date of Analysis / : 28.09.2023
AnagurHyeckuii oTyer Ne JarTa ananusa

Date of Manufacture / : 09.2023 Date of Expiry / : 08.2025
JlaTa npou3BoacTBa T'oxen oo

Analysis performed according ND / Aranu3s nposegen no HJ/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, nuzmenenue Ne2 or 11.11.2022)

Page 6 of 8/ C1p. 6 u3 8

11 | Microbial enumeration tests / Muxpo61osoraueckas 4ucrora*
a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / O61ee 4ucno NA He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHH3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / Obiee NA He 6onee 100 KOE/r
YHCIIO OPOXKKEBBIX H
MUIECHEBBIX TPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrcTBue B 1 ¢
12 | Uniformity of dosage units / 5.5 Acceptance value (AV) not more than
OOHOPOAHOCTH 15.0 / IlpuemouHoe 3HaueHue (AV) He
O03UpOBaHMS 6onee 15,0.
13 | Assay/KoauuecTBeHHOE 10.1 mg/ 10.1 mr From 90mg to 11.0mg of
ompenesieHHe (100.7 %) CisHi3NO3*C4H 1 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
o 11,0 Mr Ci5H13NO3°C4H 1 1NO;3
(keroponaka tpomeTamuH) (ot 90,0 mo
110,0 % oT 3asBJICHHOTO KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0970 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0970 mr B TabieTke He menee 0,042 mr B TabneTke
OyTHATHAPOKCHAHN30/1A

Remarks: The Product conforms to ND/

[Tpumeyanue: [Iponykr coorBeTcTBYeT TpeboBanusam HJT

Conclusion: APPROVED /
3akiawuyenne: OXIOBPEHO

Prepared by /
IToarorosieHo: Santosh

Kumar Maurya @\

e——

Checked by /
Iposepeno: Pardeep Kumar

ol —

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosoantens

Manuj Kurnar » j
il

Reprint Date /
Jlara: 21.10.2023

Reprint Date /
Hara: 21.10.2023

Reprint Date /
Hara: 21.10.2023

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




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS 1./ 01 98166 56001-02

CEPTUOPHKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ poayKT: Ketopon" Dxkenpece (keTopoJiak) TabNeTKu, IHCIeprupyeMbl€ B NIOJIOCTH PTa, 10 mr

Batch No / : V2301903 Batch Quantity / : 3600000 tab /
Cepus Ne O0neM cepuH 3600000 Tab
Analytical Report No / : 890001690784 Date of Analysis / : 28.09.2023
AHAJTUTHYECKHIT oTUueT No JlaTa anHaJu3a

Date of Manufacture / : 09.2023 Date of Expiry / : 08.2025
JlaTa MpoH3BOACTBA T'ogen oo

Analysis performed according ND / Ananu3s nposenen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 7 of 8/ Crp. 7u3 8

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tablets in ablister of (PA/AL/PE with
(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. / Tlo 10
information leaflet in a carton | Tabnerok B 6mucrepe u3 (IA/AJUIIS ¢
pack. / Ilo 10 Tabnerox B pnaronornotutenem/[19BIT) donsru //
Gmucrepe w3 (ITA/AJVIID ¢ | (IT3/AJI) donbra. o 1 mwim 2 6mucrepa
pnaronorioturenem/IIIBIT) ¢ HHCTpYKLMeH IO NPHMEHEHHIO B
doneru // (TI3/ATT) doneru. ITo | mauky KapTOHHYO.
2 6nucTepa ¢ MHCTPYKLHEH IO
TpUMEHEHUIO B HavKy
KapTOHHYIO.

16 | Labeling / MapxkupoBKa According to ND / B cooteeTcTBHHU ¢ HJ]

17 | Storage conditions / Below 25 °C. / Ipu Temnepatype He Brie 25 °C.

XpaneHue
18 | Shelf life / Cpok roanocTu 2 years/ 2 roga

* 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 BBINYCKeE JIeKapCTBEHHOTO MPenapaTa KOHTPOJIb Ka4eCTBa M0 NoKa3aTe/io «MuxpobHooruyecKas
YHCTOTA» MPOBOAMTCSA AJIsl Kaxaoil 20-0ii cepun, UM sl OJHOM CEpPHH B I'0ll, B 3aBUCUMOCTH OT TOI'0, “TO

HACTYIHUT paHbIle.

Remarks: The Product conforms to ND/
Ipumeuanue: [TpopykT cootBeTcTBYeT TpeGosanuam HJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoarotosneHo: Santosh

Kumar Maurya @\,
L—""

Checked by /
IMposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemiep / Pykogoantedsb
Manoj Kumar M

(I

Reprint Date /
JHara: 21.10.2023

Reprint Date /
Jara: 21.10.2023

Reprint Date /
Hara: 21.10.2023

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



Dr.Reddy’s €%¢

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

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

CERTIFICATE OF ANALYSIS 1.1 o1 08166 56001.02

CEPTHOUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropon® Oxcnpece (keToponak) TabreTKH, AUCHEPrHpyeMble B OJIOCTH pTa, 10 Mr

Batch No / : V2301903 Batch Quantity / : 3600000 tab /
Cepus Ne O6Bem cepHuH, 3600000 Tab
Analytical Report No / : 890001690784 Date of Analysis / : 28.09.2023
AHauTHYeCKHH oTYeT N2 Harta ananusa

Date of Manufacture / : 09.2023 Date of Expiry / : 08.2025
Jara npon3BoacTBa T'open no

Analysis performed according ND / Anannz nposenen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or

27.12.2021, namenenne No2 ot 11.11.2022)

Page 8 of 8§/ Crp.8m3 8

API name / HaumenoBanue AO®C:

Ketorolac tromethamine / Ketoponaka

Homep cepuu cydcTanuuu npouspoautens LJID:

TPOMETaMHH
INN / MHH: Ketorolac / Keropomnak
API manufacturer batch number /
Homep cepnu npoussoautest ADC:; ABQHG0A98Y
FP Manufacturer API Batch number / FEQA00434

API Manufactured by & country /
IMIpouspoautesr A@C, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penmu'c JJabopaTopuc JIta., Mnnus

Remarks: The Product conforms to ND/
ITpumeuanue: ITpoaykT coorBeTcTBYET TpeboBanmsM HJI

Conclusion: APPROVED /
3axmouyenne: OJJIOGPEHO
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Ioaroroeneno: Santosh IMposepeno: Pardeep Kumar | Oxobpeno: MeHepkep / PykoBpanTens
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