Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formuiation 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
Hpoayxr: Keropon™ Dkcnpece (keToponak) TabiieTkn, AMCMEprupyembie B 10J10CTH pra, 10 mr

Batch No / : V2302401 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepuu 3600000 Tab
Analytical Report No / : 890001704049 Date of Analysis / : 30.11.2023
AHanuTHYECKHH oTyeT No JlaTa anannza

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
Jara npousBoacTBa I'onen 10

Analysis performed according ND / Ananus nposeaen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot
27.12.2021, nzmenenne Ne2 ot 11.11.2022)

Page1of8/Crp.11u38

No

Test / [Toka3aTenanb '
Ne

Results / Pe3ynbTaTh

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrable, ImIocKue
TabneTkd ¢ (ackoH, CBETIO-
XEJITOTO LBETa C T'PABUPOBKOMH
«l» Ha OTHOH CTOPOHE.

Light yellow round flat beveled tablets
with "' debossed on one side. /
Kpyrisie, miockue TabneTku ¢ Gpackok,
CBETIIO-KENITOTO IIBETa C IPaBMPOBKOM
«l» Ha OHOM CTOpOHE.

2 Identification / [TognuHHOCTH

Ketorolac / Kemoponax

a) ByuUv/
V@-cnektpodoTomMeTpus

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / V®-cnekTpsl
MOTIOLIEHHs MCTIBITYEMOTO pacTBOpa U
pacTBOpa  CTaHAapTHOro  ofpasua
KETOpOoJiaka TpPOMETaMMHa  JIOJDKHEI
AMETh MAKCUMYMBI ITPU OJHON U TOM Xke
JUIMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeyanue: [Ipoayxt cooTBeTCTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3akmouenue: OJJOBPEHO

Jara: 30.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[ToprorosieHo: Santo(s]l}\ TIposepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykosoautens
Kumar Maurya 4 ( Manoj Kumar

== -
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.11.2023

Jara: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: 491 40 4900 2900; Fax: +91 40 4900 2999, Email: mail i eddys.com
CIN: L851395AP1984PLC0O0450G7

www.drreddys.com



D R dd ’ .‘.‘ Dr. Reddy's Laboratories Ltd.
» e S ") Formulation Unit-6
r y ° Vill. Kho!, Nalagarh Road, Baddj,

. " Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS .. .97 93165 56001-02

CEPTHOUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoxyxr: Ketopoa” Dkenpece (ketoponak) TabiieTk, ANCIIEPrupyeMBIE B [10JIOCTH pTa, 10 mr

Batch No / : V2302401 Batch Quantity / : 3600000 tab /
Cepns Ne O6nem cepul 3600000 Tab
Analytical Report No / : 890001704049 Date of Analysis / : 30.11.2023
AHATHTHYECKHI 0T4YeT Ne Jara anaauza

Date of Manufacture / : 10/2023 Date of Expiry / ¢ 09/2025
Jara npoH3BoACTBA I'onen no

Analysis performed according ND / Anasnms nposeaen no HJL:
JITE-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 2 of 8/ Ctp. 2 u3 8

No

No Test / IlokazaTennb Results / Pe3ynbTaTsl Specification / Hopma

b) By HPLC/B2XX 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  ynepXuBaHus
OCHOBHOTO MHMKa Ha XpOMaTorpamMme
MCTILITYEMOTO  DacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
yIOepXUBaHHs OCHOBHOTO TMKa Ha
XpoMaTorpamme pacTBOpa
cTaHgapTHoro obpasia KeTopoJiaka
TpOMEeTaMUHa (pa3nen
«KonMuecTBEHHOE ONPEACTIEHUEN).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeyanue: [Ipoaykt coorsetcTsyeT Tpebosanusm HJL 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneHo: Santosh ITposepeno: Pardeep Kumar | OpoGpeno: Menemkep / PyKoBOAMTENB

Kumar Maurya Q’: oﬁ’/ Manoj Kumar w

Reprint Date / Reprint Date / Reprint Date /
Jlara: 30.11.2023 JMarta: 30.11.2023 Jlarta: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderzhad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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
Tel : +91 98166 50001-02
CEPTHOUKAT AHAJM3A oo

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxt: Keropon” Dkcripece (keToposak) TabneTkH, AHCTIEPrHPYEMBIC B NOJIOCTH PTa, 10 Mr

Batch No / : V2302401 Batch Quantity / : 3600000 tab /
Cepusn Ne O6bem cepul 3600000 Tab
Analytical Report No / : 890001704049 Date of Analysis / : 30.11.2023
AHaJIMTHYECKHH oTueT Ne Jara anajusa

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
JlaTa npoM3BOACTBA T'open po

Analysis performed according ND / Ananus nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ n3MeHenue Nel ot
27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page30f 8/ Crp.3 u3 8

i.g Test / ITokazaTenb Results / Pe3ynbraThl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanMHHOCTH butylhydroxyanisole peaks on the
Oy TUIrMIPOKCHAHH30J1 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 ynepXuBaHHA
NHKOB  2-OyTHITMOPOKCHAaHW30Ja M
3-6yTUITHAPOKCHAHU30/1a Ha
XpoMmarorpaMme HCTIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATH
BpEMEHaM yIEepP)KUBAHHA [IMKOB
2-6yTIITHAPOKCHAHU301a u
3-0yTWITHAPOKCHAHU30J1a Ha
XpomaTorpaMmme pactBopa
CTaHJApTHOTO obpasua
GYTHATHAPOKCHAHNU30]1a (pazmen
«ConepxaHnue
OYTHATHAPOKCHAHU30IIAN).
4 Average weight / Cpennss 69.1 mg/69.1 mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
macca Ot 67,2 Mr 1o 72,8 Mr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms to ND/
Tpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJ

Conclusion: APPROVED /
Zaxmwuenne: OJJOBPEHO

Hara: 30.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Santosh TIposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBonurens
Kumar Maurya ' Manoj Kumar W
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.11.2023

JHara: 30.11.2023

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: L85195AP1984PLCO04507

www.drreddys.com



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

CEPTHO®HUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon™ Dkcnpece (ketoposak) TabueTku, ANCIEPrHpyeMbIe B MOJIOCTH pTa, 10 Mr

Batch No / : V2302401 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepHn 3600000 Tab
Analytical Report No / : 890001704049 Date of Analysis / : 30.11.2023
AHaJIHTHYECKHH oTyeT Ne Jara anaansa

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
JaTa npou3BoACTBA T'ogen no

Analysis performed according ND / Ananus nposenen no HJL:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page 4 of 8/ Crp. 4 u3 8

No

[Mpumeuanue: [poxykT cooTBeTcTBYET TpeboBantam HII

No Test / Ilokasarenn 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 Tabnetox — He 6Gonmee +10 %
2/20 tabnetok — He Honee = 20 %

5 Disintegration time / 00 min 19sec / 00 muH 19 cek Not more than 3 min / He 6onee 3 MuH
Pacnagaemocthb

6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 97% Not less than 75% (Q) of

. C1sH3NO3*C4HNO; (ketorolac
Unit-2 / Ta6x-2 101% tromethamine) in 15 min / He meHee
Unit-3 / Ta6x1-3 101% 75% (Q)  CisHisNO3*C4H1NO3

) (xeToponaka  TPOMETaMMH)  4epe3
Unit-4 / Tabn-4 100% 15 MuH
Unit-5 / Tabn-5 98%

Unit-6 / Tabn-6 98%
7 Fineness of Dispersion/ Complies / CoOoTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. 7 O6pasyeTcs
ONHOpOAHAs CYCIEH3MA, IPOXOAslIas
CKBO3b CHUTO € pa3sMepoM OTBEPCTHUH
710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

Baxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / :
[ToaroroeneHo: Santo&lé‘_ IMposepeno: Pardeep Kumar | Omo6peno: Menemxkep / Pykosoaurens
Kumar Maurya Manoj Kumar

Pt e il LA
Reprint Date / Reprint Date / Reprint Date /
Jlara: 30.11.2023 Hara: 30.11.2023 Hara: 30.11.2023

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: L85195AP1984P1L.C0045C7

www.drreddys.com



Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories i_td.
Formuiation Unit-6

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

CERTIFICATE OF ANALYSIS
Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIA3A 0 000

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropon™ Dxenpecce (keroponak) TabaeTku, IMCIeprupyeMble B 1010cTH pra, 10 Mr

Batch No / : V2302401 Batch Quantity / : 3600000 tab /
Cepun Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001704049 Date of Analysis / : 30.11.2023
AHanuTHyecknii oryer Ne Jarta ananusa

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
Jara npousgoacrea T'onen xo

Analysis performed according ND / Ananus nposenen no HJI:
JIII-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 S of 8 /Ctp. Smu3 8

8 Related impurities / PoxcrBeHnble npumecn

ketorolac 1-hydroxy analog /
1-ruspoxcuaHanor

Below LOQ (LOQ = 0.0032%) /
Huxe npenena KOJIM4CeCTBEHHOI 0

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

KeTopoJiaka onpenenenus (ITIKO = 0.0032 %)
ketorolac 1-keto analog/ 0.08 % Not more than 0.8 % / He Gonee 0,8 %
1-keToaHaIor KeTopojaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eAMHIYHASA
HeUJIEeHTUHULMPOBAHHAS
NIPUMECH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMma npumecei

9 Water / Boxa 3.0% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHbIe OpraHUyecKHe PpacTBOPHTENM

Isopropyl alcohol /
Hzonponanon

12 pg/tab /
12 MkT B Tabnerke

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

Remarks: The Product conforms to ND/
Ipumeyanue: Iponykr cooTBeTcTBYET TpeGoRaHMAM HJT

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / ; Checked by / Approved by: Manager/Executive /
IToaroroBneno: Santosh' Iposepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykosoaurens
K M i Manoj K

umar Maurya _ anoj Kumar Q&
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.11.2023 Hara: 30.11.2023 JHara: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 1900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



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

CEPTUDPUKAT AHAJIM3A

Tel : 491 98166 55001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tponyxt: Keropon® Dkenpecc (keToposiak) TabieTkH, AUCHEPrHPYeMbIe B MOIOCTH pTa, 10 mr

Batch No / : V2302401 Batch Quantity / : 3600000 tab /
Cepus Ne - O6bem cepuy 3600000 Tab
Analytical Report No / : 890001704049 Date of Analysis / : 30.11.2023
AnaauTudeckuii oTyer No JlaTa ananu3a

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
JlaTa npoH3BOACTBA I'ogen no

Analysis performed according ND / Ananus nposegen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel ot

27.12.2021, nsmenenue Ne2 ot 11.11.2022)

Page 6 of 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / MukpoGuonornyeckas Yucrora*
a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / Obwee 4ucio NA He 6onee 1000 KOE/r
a’pOOHBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / Ob1ee NA He 6onee 100 KOE/r
YUCJIO APONKIKEBBIX U
IUIECHEBBLIX IpUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBUE B 1 T
12 | Uniformity of dosage units / 3.8 Acceptance value (AV) not more than
OaHOpoAHOCTD 15.0 / IlpuemoyHoe 3HayeHue (AV) He
JA03UPOBaHUS 6onee 15,0.
13 | Assay/ KonuuecTBeHHOe 9.9mg/99wmr From 90mg to 11.0mg of
onpejeseHue (99.5 %) C1sH13NO3*C4H; NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
oo 11,0 mr Ci1sH13NO3+C4H | INO;
(xetoponaka TpomeramuH) (oT 90,0 mo
110,0 % OT 3a4BIEHHOTO KOJIHYECTBA) B
Tabnetke
14 | Butylhydroxyanisole 0.0955 mg/tab / Not less than 0.042 mg/tab /
content / CoaepxaHue 0.0955 mr B Tabnerke He menee 0,042 mr B TabneTke
GYTHArMAPOKCHAHM30A
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumeuanue: [IponykT cooTBeTcTBYET TpeboBanusam HJL 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo: Santo‘%:‘-‘_ ITposepeHo: Pardeep Kumar | Omobpeno: Menemkep / PykoBoauteis
Kumar Maurya . Manoj Kumar \Q‘jﬂ'jﬂ,
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.11.2023 Jara: 30.11.2023 Hata: 30.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AF1984PLC0O04507

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

CEPTHOHUKAT AHAJIN3ZA www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Dkenpece (keroponak) TabieTkH, AMCIEPTHPYEMBbIC B [IOIOCTH PTa, 10 mr

JaTa nmpoM3BoaACTBA

Batch No / : V2302401 Batch Quantity / : 3600000 tab /

Cepus Ne O0BeM cepHl 3600000 Tab

Analytical Report No / : 890001704049 Date of Analysis / : 30.11.2023

AnanuTnyeckHii oTyer Ne JlaTa aHaaH3a

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
TI'ogen no

Analysis performed according ND / Ananns nposeaen no HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nsmenenne Nel ot

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page 7 of 8/ Crp. 7 u3 8

10 tablets in a blister of | 10 tabletsin 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. / llo 10
information leaflet in a carton | TaGnetok B Gmuctepe u3 (ITA/AJI/IID ¢
pack. / Tlo 10 Tabnerok B | Bmaromornoturenem/ITOBII) ¢doneru //
6rucrepe w3 ([IA/AJV/NID ¢ | (II9/AJI) dponbru. Ilo 1 wiu 2 Gnucrepa
pnaronorotureaem/[19BIT) C MHCTPYKIMeH 1O INpPUMEHEHHIO B
¢osnwru // (IID/AJT) donsry. Ilo | mauxy KapTOHHYIO.
2 6nHcTepa C HHCTPYKLMeH mno
NPUMEHEHUIO B MauyKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootsetcTBun ¢ HJT

17 | Storage conditions/ Below 25 °C. / ITpu TemnepaType He Boiie 25 °C.

Xpaneuue
18 | Shelf life / Cpox roaHocTH 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 BBINYCKe JIEKAPCTBEHHOI0 NMpenapaTa KOHTPOJIb Ka4eCTBa M0 NOKA3aTe o «MukpoOuonornyeckas

YHCTOTA» NPOBOAUTCH AJIA Kkaxnoi 20-oif cepHuu, U JId OAHOM CepHH B I'ojl, B 3aBUCHMOCTH 0T TOro, 4To
HaCTYNUT paHbLUE.

Remarks: The Product conforms to ND/
Tpumeuanue: [Ipoaykr cootseTcTBYeT TpeGoBanuam HJT

Conclusion: APPROVED /
3axaoyenue: OJJOGPEHO

Prepared by /
TloarotosieHo; Santosh
Kumar Manrya

——

Checked by /

IIposepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykoBozwTens

Approved by: Manager/Executive /

Manoj Kumar \ &

Reprint Date /
Jara: 30.11.2023

Reprint Date /
Jara: 30.11.2023

Reprint Date /
Hara: 30.11.2023

Registered Office: 2-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 ;300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP13984PLC004507
www.drreddys.com



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
Ipoaykr: Keropon® Dkenpece (keToponak) TabneTkH, AHCIIEprHpyEMBIe B MOJIOCTH pTa, 10 Mr

Batch No / 1 V2302401 Batch Quantity / : 3600000 tab /
Cepusi Ne O0beM cepuu 3600000 Tab
Analytical Report No / : 890001704049 Date of Analysis / : 30.11.2023
AHaJTHTHYECKHM oTYeT No JlaTa anajau3za

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
Jdara npoun3BoacTBa I'ogen g0

Analysis performed according ND / Anann3 nposenen no HJ/L:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nu3menenne Nel or

27.12.2021, uamenenue Ne2 or 11.11.2022)

Page 8 of 8 / Crp. 8 u3 8

API name / HaumenoBanue A®C:

Ketorolac tromethamine / Ketopoinaka

TPOMETaMUH

Homep cepuu cy6eTanunu npouspoautens I'JIdD:

INN / MHH: Ketorolac / KeToponak
API manufacturer batch number /

Homep cepuu npousBoantesisa ADPC: ABQHABSASS

FP Manufacturer API Batch number / FEQA00501

API Manufactured by & country /
IIpoussoantens APC, crpana:

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

Remarks: The Product conforms to ND/
Ilpumeyanue: [Ipogykr cooTeTcTBYET TpeboBanmam HJL

Conclusion: APPROVED /
Baxiawuenne: OJJOBPEHO

Prepared by / Checked by /
IToaroroeneno: Santosh

Kumar Maurya %

—

IIporepeno: Pardeep Kumar
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