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

CEPTUOPUKAT AHAJIM3A

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HponykT: Keropon® Dkcnpece (KETOpoJak) TabIeTKy, AUCIIEPrUpyeMBIe B 11010CTH pTa, 10 Mr

Batch No / : V2301976 Batch Quantity / : 3600000 tab /
Cepust Ne O0beM cepHH 3600000 Tab
Analytical Report No / : 890001693904 Date of Analysis / : 17.10.2023
AHaJTHTHYECKHI oTyeT No JlaTa ananusa

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
Jara npou3BoacTBa T'onen no

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

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page1 of 8§ /Crp.1m38

V®-cnektpodoTomeTpust

1;.:) Test / Iloka3are/b Results / Pe3ynbTaTht 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. / Kpyrnele, miockue | Kpyrmsle, miockue Tabnetku ¢ Gackoi,
TabneTkn ¢ (ackod, CBETNIO- | CBETJIO-KENTOro LBETA C IPaBHPOBKOM
XKEJTOTO LBETa C rpaBHpOBKOH | «|» Ha OIMHOM CTOPOHE.
«I» Ha onHOM CTOpOHE.
2 Identification / ITognuHHOCTD
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®-cnekTpsl
MOINIOIHNEHHS HCIBITYEMOro pacTBopa U
pacTBOpa  cTaHmapTHoro  obpasia
KeTopoNaka TpOMeTaMUHa JOJKHEI
HMETh MAaKCUMYMBI IIPY OJHOM H TOM XKe
JUTHHE BOJIHEI (+ 2 HM).

Remarks: The Product conforms to ND/

[Tpumeyanue: [Tponykt cooTBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3akauenne; OJOBPEHO

Prepared by /
IoarotoeneHo: Santosh

Kumar Maurya g\

Checked by /
IpoeepeHo: Pardeep Kumar

<[

Approved by: Manager/Executive /
Onob6peno: Menekep./ Pykopoanrens

Reprint Date /
Jara: 31.10.2023

Reprint Date /
Jlarta: 31.10.2023

Om Prakash AV V]’\”L/-
h&. ) \(‘) -2
Reprint Date /

JHara: 31.10.2023

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 Laboratories Ltd.

/ °® Formulation Unit-6

Dr. Reddy S |qe Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUO®UKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcrnpecc (keToponak) Tab1eTky, AUCTIEPrHpyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2301976 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001693904 Date of Analysis / : 17.10.2023
AnajauTnHyeckKni oruer Ne Jara anajausa

Date of Manufacture / : 09- 2023 Date of Expiry / : 08-2025
Jara npon3BoacTBa T'onen no

Analysis performed according ND / Anann3s nposenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot
27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page2 of 8 /Crp. 2 n3 8

No

No Test / Tloxa3arenb Results / Pe3ynbTaTs Specification / Hopma

b) By HPLC/B3XX 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 ymepXuBaHUA
OCHOBHOr0 MHKa Ha XpoMaTorpamme
UCTILITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
yOep)KHBaHHA OCHOBHOIO IHKa Ha
XpoMaTorpaMmme pacTBopa
CTaHAapTHOro ofpaslia KeTopoJiaka
TpOMETaMHHA (pazmen
«KOoJH4YecTBeHHOE OTpeeNeHUE).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: IIponykt coorseTcTBYeT TpeboBaHuaM HJI 3akawuyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Santosh ITposepeno: Pardeep Kumar | Omo6peno: Menemiep / PykoBonutens

Kumar Maurya @o - I _ Om Prakash {_—" : )(}V‘_ Yy

\

Reprint Date / Reprint Date / Reprint Date /
Jara: 31.10.2023 Jara: 31.10.2023 Jara: 31.10.2023

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
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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

CEPTUOUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoxyxr: Ketopon® Okcnpecc (keTopoiak) TableTKH, AUCTeprupyeMble B MONOCTH pTa, 10 Mr

Batch No / : V2301976 Batch Quantity / : 3600000 tab /
Cepust Ne O6beM cepun 3600000 Tab
Analytical Report No / : 890001693904 Date of Analysis / : 17.10.2023
Ananurudeckuii oruer Ne Jlata anaamsa

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
JaTta npon3Boacrea T'onen no

Analysis performed according ND / Ananu3s nposenen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page3 of 8/ Ctp.3 m3 8

No

N Test / Iloka3aTesib Results / PezynbTaThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
INopanHHOCTH butylhydroxyanisole peaks on the
Oy THIITHAPOKCHAHH30J 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 yIep)KUBaHHS
NMKOB 2-0yTHATMADOKCHAaHU30MAa H
3-6yTIITHAPOKCHAHU30Ia Ha
XpoMaTorpaMme HCHBITYEMOTO
pacTBOpa HOIDKHBI COOTBETCTBOBAThH
BpeMEHaM  yIep)XHBaHMA ITHKOB
2-6yTWITHAPOKCUAHH30]1a U
3-6y THIrHAPOKCHAHHU301A Ha
XpoMaTorpaMmme pacTBopa
CTaHOAPTHOrO o6bpasia
OYTHIrHAPOKCHAHU30J1a (paznen
«Copepxanue
OYTHATHAPOKCUAHHU30JIa»).
4 Average weight / Cpenusist 69.8 mg / 69.8 mMr 67.2 mg to 72.8 mg (70.0 mg =4.0 %)./
mMacca Ot 67,2 Mr go 72,8 mr (70,0 Mr £ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeyanue: [TpogykT cooTBeTcTRYET Tpeboranusam HJL 3axaruenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Santosh Iporepeno: Pardeep Kumar | OnobpeHo: Meﬂccmpf PykogonuTens
Kumar Maurya f Om Prakash @/\-'\}q "Tﬂ
s - ( /,/
Reprint Date / Reprint Date / Reprint Date / '
Jara: 31.10.2023 Hara: 31.10.2023 Jara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: 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

CERTIFICATE OF ANALYSIS
_—— e e Tel : +91 98166 56001-02
CEPTUOUKAT AHAJTU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keToponak) TabIeTKH, AUCTIEPIrUpyeEMBIe B MONOCTH pTa, 10 mMr

: 3600000 tab /

Batch No / : V2301976 Batch Quantity /

Cepnsa Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001693904 Date of Analysis / : 17.10.2023
AHaTuTHYeCKHH oTYeT Ne JlaTa anajau3za

Date of Manufacture / : 09- 2023 Date of Expiry / : 08-2025
Jara npousBoJcTBa T'ogen no

Analysis performed according ND / Ananu3 nposeaen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenne Nel ot

27.12.2021, uamenenue Ne2 ot 11.11.2022)

Page 4 of 8/ C1p. 413 8

1;.00 Test / IlokazaTenb Results / Pe3ynbTaTe Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OQHOPOAHOCTH Macchl 2/20 tablets - not more than + 20 % /

18/20 Tabineroxk — He Oonee + 10 %
2/20 tabnetok — He Gonee = 20 %
5 Disintegration time / 00 min 20 sec / 00 muH 20 cex Not more than 3 min / He 6omnee 3 Mun
Pacnagaemocts
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 102% Not less than 75% (Q) of
: Ci15H13NO3*C4H | INO3 (ketorolac
Sty TS 102% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 99% 75% (Q  CisHisNO3*C4H1NO;3
. . (keToposiaka ~ TpOMETaMMH)  depes
Unit-4 / Tabn-4 99% 15 MuH
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JducnepcHocTb 710 pm sieve is formed. / Obpasyercs
OOHOPOJHAS CYCIIEH3HUs, NpPOXOAAlas
CKBO3b CHTO C pPa3MepoM OTBEpCTUIl
710 mMxm.

Remarks: The Product conforms

[Ipumeuanue: ITpoaykr cootBeTcTBYET TpeGoBanuam HJI

to ND/

Conclusion: APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TonrorosneHo: Santosh [Iposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosoaurens
Kumar Maurya @7) Out Prakash N L
Reprint Date / Reprint Date / Reprint Date / \

Jara: 31.10.2023 Jara: 31.10.2023 Jara: 31.10.2023

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: L85195AP1984P1LC0O04507
www.drreddys.com




Dr.Reddy’s €s¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Okenpecc (ketoposak) TabneTkH, AMCIIEPrUpyeMBble B NOJNOCTH pTa, 10 Mr

: 3600000 tab /

Batch No / : V2301976 Batch Quantity /

Cepus Ne O0neM cepun 3600000 Tab
Analytical Report No / : 890001693904 Date of Analysis / : 17.10.2023
AHaguTHYecKHii oTyeT Ne JlaTa ananmn3a

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
JaTa npon3BojacTBa Togen xo

Analysis performed according ND / Ananu3 nposeaen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel or

27.12.2021, namenenne Ne2 ot 11.11.2022)

PageSof 8/ Crp.5u3 8

8 Related impurities / PoncTBeHHbIe IpUMecH
ketorolac 1-hydroxy analog / Not more than 0.5 % / He 6omee 0,5 %
1-rugpokcraHaor 0.0037%
KETOpOJIaKa
ketorolac 1-keto analog/ e Not more than 0.8 % / He 6onee 0,8 %
1-keToaHasOT KETOpOJIaKa LG
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHIYIHAS 0.02 %
HeHIEeHTHGUIMPOBAHHAS
NpUMECH
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit

9 Water / Boaa 2.5% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4HbIC OPraHUY€eCKHE PACTBOPUTEH
Isopropyl alcohol / 05 pg/tab/ Not more than 350 pg/tab /
H3zonponanon 05 Mkr B TabneTke He 6onee 350 Mkr B TabineTke

Remarks: The Product conforms to ND/
[Mpumeuanue: IIpoaykr coorBercTBYeT Tpebopanuam HJI

Conclusion: APPROVED /
3akmiouenune: OJJOBPEHO

Jara: 31.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Santosh I[TpoeepeHo: Pardeep Kumar | Onobpeno: Menemiep / Pykoonurens
Kumar Maurya Q™ ; Om Prakash < ) 9
AV Y
i {f‘-u Xq ﬂ,-’/
Reprint Date / Reprint Date / Reprint Date / \

Jarta: 31.10.2023

Hara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 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 €3¢

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

CEPTUO®UKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipomyxr: Ketopon® Okempecc (keToposiak) TabneTkH, JUCeprupyeMele B IONOCTH pTa, 10 Mr

Batch No / : V2301976 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepan 3600000 Tab
Analytical Report No / : 890001693904 Date of Analysis / : 17.10.2023
AHanuTHYecKHii oTueT Ne JlaTa anann3za

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
JlaTa npon3BoacTBa I'ogen o

Analysis performed according ND / Anann3 nposeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 6 of 8 / Ctp. 6 n3 8

11 Microbial enumeration tests / Mukpo6uoiornyeckas yucrora*

a) Total Aerobic Microbial

Not more than 1000 CFU/g /

Count / Ob1mee yucno NA He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpPTraHU3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / Ob1ree NA He 6onee 100 KOE/r
YHCIIO IPOMOKEBBIX U
IUIECHEBBIX IPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBHE B 1 T
12 | Uniformity of desage units / 3.7 Acceptance value (AV) not more than

content / Copepxanue
OyTHJITHIPOKCHAHM30J12

0.0955 Mr B TabneTKE

OanopoaHoOCTB 15.0 / IlpuemouHoe 3HaueHue (AV) He
J03UPOBAHMS 6oiee 15,0.
13 | Assay/KonnuecTeenHoe 10.1 mg/ 10.1 Mr From 90mg to 11.0mg of
onpeneJieHHe (100.9 %) CisHi3NO3*C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pae] 1 1,0 Mr C15H|3NO3'C4H11NO3
(xetoponaxa TpomeramuH) (o1 90,0 mo
110,0 % OT 3asBJIEHHOTO KOJIUYECTBA) B
TabieTke
14 | Butylhydroxyanisole 0.0955 mg/tab / Not less than 0.042 mg/tab /

He menee 0,042 mr B Tabnetke

Remarks: The Product conforms to ND/

ITpumeuyanue: [TpoaykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
Zakawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
oarorosneHo: Santosh [Tpoeepeno: Pardeep Kumar | Onobpeno: Menemiep / Pykosonurens
Kumar Maurya Om Prakash f\, tj_)w VY §

—_— = L] \ =
Reprint Date / Reprint Date / Reprint Date / >
Hara: 31.10.2023 MHara: 31.10.2023 Hara: 31.10.2023

Rogistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, 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. /91 08166 56001.02

CEPTUOHUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon®™ Dkcnpece (keToponak) TabneTkH, AUCIeprupyemsle B MONOCTH pTa, 10 Mr

Batch No / : V2301976 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuHu 3600000 Tab
Analytical Report No / : 890001693904 Date of Analysis / : 17.10.2023
AnanuTHyeckHit oTuer No J{aTa aHAJIH3Aa

Date of Manufacture / : 09- 2023 Date of Expiry / : 08-2025
JaTa nponsBoacTBa T'onen no

Analysis performed according ND / Anann3 nposenen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, namenenue No2 ot 11.11.2022)

Page 70f8/Ctp. 7u3 8

15

Package / YnaxoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 Dblisters with patient
information leaflet in a carton
pack. / TIlo 10 TabneTok B
6mucrepe w3 (ITA/AJIIID ¢
pnaronornorurenem/[13BIT)

doneru // (I12/AJ1) donsru. Ilo
2 6nuctepa ¢ MHCTPYKUMEH IO

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. / ITo 10
tabyeTok B 6mctepe u3 (ITA/AJI/TIS ¢
srnaromornoturenem/I19BIT) donbru //
(I13/AJT) ponsru. Io 1 unu 2 Gaucrepa
C MHCTPYKUMEH 0O NPUMEHEHHIO B
[1a4Ky KapTOHHYIO.

NPUMEHEHHIO B
KapTOHHYIO.

MaukKy

16

Labeling / MapkupoBka

According to ND / B cooteerctBun ¢ HJJ

17

Storage conditions /
XpaHeHue

Below 25 °C. / IIpu Temnepatype He BbIwe 25 °C.

18

Shelf life / Cpok roanocTu

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.
* JIpn BbIMyCKeE JICKAPCTBEHHOr0 IpenapaTa KOHTPOJIb KayecTBa No nokasaresio «Muxkpoduosioruyeckast
YHCTOTa» NPOBOAMTCSA AJIsl Kam o 20-oi cepuH, UK JJIs1 OHOMH cepHH B Io/l, B 3aBUCUMOCTH OT TOr'0, YTO
HACTYIIMT pPaHbLIe.

API name / HaumenoBanue A®C:

Ketorolac tromethamine / KeToponaka

TPOMETaMHH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Homep cepuu npoussoaurteias ADPC: HEQHONEDSS
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

[Ipumeuanue: Ilponykr coorBercTBYeT Tpebopanusm HJL

3axmouenne: OJJOBPEHO

Prepared by /
IToarorosneso: Santosh

Kumar Maurya (]V\

——

Checke_’d by /
IIporepeno: Pardeep Kumar

Approved by: Manager/Executive /
OpobpeHo: MeHeg_gggg / PykoBonurens

Om Prakash AAVYYY L
P ’Y}/

Reprint Date /
Jara: 31.10.2023

Reprint Date /
Mara: 31.10.2023

Reprint Date /
Jara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 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 Q':'.

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

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

CERTIFICATE OF ANALYSIS 1. 191 98166 56001-02

CEPTUD®HKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dxcnpecc (keToponak) TabNeTkH, AHCIeprHpyeMble B MOIOCTH pra, 10 Mr

Batch No / : V2301976 Batch Quantity / :+ 3600000 tab /
Cepus Ne O0bem cepHH 3600000 Tab
Analytical Report No / : 890001693904 Date of Analysis / : 17.10.2023
AnanurTHdeckHii oTuer Ne JlaTra anannza

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
Jata npon3BoAcTBa T'onen o

Analysis performed according ND / Ananns nposeaen nmo HJ/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 8 of 8/ C1p. 8 u3 8

FP Manufacturer API Batch number /
Homep cepuu cy6cranuuu npoussogureas I'JID:

FEQA00435

API Manufactured by & country /
pouzsoautens A®C, cTpaHa:

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

Remarks: The Product conforms to ND/
IMpumeyanue: [IponykT cooTBeTcTBYET Tpebopanuam HJI

Conclusion: APPROVED /
Zaxawuenne: OJJOBPEHO

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

IToarotoeneHo: Santosh [Iposepero: Pardeep Kumar | Ono6peno: Menemuep / Pyl{OBO)EI-ETE’.‘Hb
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Repriut Date / Reprint Date / Reprint Datc /

Hara: 31.10.2023 Hara: 31.10.2023 Iara: 31.10.2023

Rosistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



