Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02

CEPTUD®UKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon™ Dkenpecc (keToposak) TabneTkH, AMCTeprupyemble B I0JOCTH pra, 10 Mr

Batch No / : V2401416 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepun 3600000 Tab
Analytical Report No / : 040002604530 Date of Analysis / : 26.07.2024
AHaJMTHYECKHH oTueT No JlaTa anayu3za

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JdaTta npousBoacrsa I'onen no

Analysis performed according ND / Ananu3s nposenes no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Pagelof8/Crp. 1 u38

V®-cnekrpodoTomMeTpus

‘]I;Ibo Test / llokazaTennb Results / Pe3ynbraThl 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, nnockue | Kpyrisle, minockue TabneTku ¢ Gackoi,
TabneTkn ¢ (ackoif, CBETIO- | CBETVIO-KEJITOrO LBETa C IPaBUPOBKOM
XKEJITOro ILBETa C TPaBUPOBKOM | «l» Ha omHOH cTOpOHE.
«l» Ha OiHO¥ CTOpOHE.
2 Identification / ITognmuHHOCTB
Ketorolac / Kemoponaax
a) Byuv/ Complies / CooTBeTCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / V®-cnexTpsl
MOIMIOIIEH S UCITBITYEMOTO pacTBOpa M
pacTBopa  cTaHgapTHoro  oOpasua
KeTopoJiaka TPOMETAMHUHA  JIOJIYKHBI
HUMETb MaKCUMYMBI IIPH OJTHOM M TOM e
JUTMHE BOJHEI (£ 2 HM).

Remarks: The Product conforms to ND/
INpumeuanue: ITpopykT cooTBeTcTBYeT TpebosanusaM HJI

Conclusion: APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
Iloprorosnesno: Jitendra Mate

Checked by /
Iporepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpero: Menemxep / Pykosoaurens

Manoj Kumar w i (]
et

Glops -
/

Reprint Date /
Hara: 26.07.2024

Reprint Date /
Hara: 26.07.2024

Reprint Date /
Jara: 26.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

wwvy.drreddys.com



Dr.Reddy’s ‘f:‘

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

CEPTHOUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dkcnpecc (keToponak) TabneTkH, AUCTIEprupyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2401416 Batch Quantity / : 3600000 tab /
Cepus Ne O06neM cepun 3600000 Tab
Analytical Report No / : 040002604530 Date of Analysis / 1 26.07.2024
AHaJIMTHYECKHI oTyeT Ne JlaTa ananmu3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jarta npon3Boacrsa Topen o

Analysis performed according ND / Ananu3s nposenen no H/:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ Crp. 2 uz 8

No

Test / Iloka3zaTennb
No

Results / Pe3ynbTath!

Specification / Hopma

b) By HPLC/BXX

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 yaepxuaHus
OCHOBHOTO MMHKa Ha XpoMaTorpamme

HCTIIBITYEMOr0  pacTBopa  JAOJIKHO
COOTBETCTBOBATh BpEMEHH
YIOEPXKHBAHHM OCHOBHOTO IHKAa Ha
XpoMarorpaMmme pacTBoOpa
CTAQHAAPTHOTO 06pasla KeTopoJiaka
TpOMeTaMHHa (paznmen

«Koau4ecTBEHHOE ONpeeneHre).

Remarks: The Product conforms to ND/
I[Tpumeyanue: [Ipoaykr coorsercTByeT TpeboBanuam HJI

Conclusion: APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
[MToarorosneno: Jitendra Mate

Checked by /
[Mpoeepeno: Santash Kumar
Maurya

cil) oSy

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

Manoj Kumar w

Ay~

Reprint Date /

Jlara: 26.07.2024

Reprint Date /
Jara: 26.07.2024

Reprint Date /
Hata: 26.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCO04507

wwyv.drreddys.com



Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Forrnulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98156 56001-02

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

"Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Ketopon" Okcnpecc (keToposak) TabneTkH, AMCHEPrUpyeMBIE B MIOJIOCTH pTa, 10 mr

Batch No / : V2401416 Batch Quantity / : 3600000 tab /
Cepust Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002604530 Date of Analysis / : 26.07.2024
ABpajinTHYecKHii oTyeT No Jara ananunza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jara npou3soacTea Topen no

Analysis performed according ND / Ananus nposeaes mo H:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8/ Ctp.3 u3 8

;}0 Test / [lokasaTe/n Results / Pe3ynstaThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MopnuHHOCTL butylhydroxyanisole peaks on the
Oy THATHAPOKCHAHU3OJI 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 ynepXVBaHHA
MUKOB  2-OyTHUNTHIpOKCHAHM3OJIA |
3-0yTUIrHAPOKCUAHH30I1A Ha
XpoMaTorpamme UCMBITYEMOTO
pacTBopa [OIDKHBI COOTBETCTBOBATH
BpeMeHaM YAEpXKHUBaAHUA TIHKOB
2-0yTHNTHAPOKCHAHHM30I1a "
3-GyTUnruapoKCHaHu30M1a Ha
XpoMaTorpaMme pacTBopa
CTaHIAPTHOTO obpasua
GyTUIrMAPOKCUAHHU30a (pazmen
«Conepxanue
OYTUATHIPOKCHAHHU30IaY).
4 Average weight / Cpennss 68.7 mg / 68.7 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
mMacca Ot 67,2 Mr 1o 72,8 mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoaykT cooTBeTcTBYET Tpebonanuam HJI

Conclusion: APPROVED /
3akmwouenne: OJOBPEHO

Prepared by /
IMoarotosneHo: Jitendra Mate

Checked by /
IMpoBepeno: Santosh Kumar
Maurya

>

Approved by: Manager/Executive /

OpobpeHo: Menemxep / PykoBoguresns

Manoj Kumar

i

Reprint Date'/

Hara: 26.07.2024

Reprint Date /
Hara: 26.07.2024

Reprint Date /
Jara: 26.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOO4507

wwvr.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CEPTUO®HUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykT: Keropon® Dkcnpecc (keToponak) TabNeTKH, TUCHIEPrUpyeMble B MOIOCTH pTa, 10 Mr

Batch No / : V2401416 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002604530 Date of Analysis / : 26.07.2024
AnaiuTH4yecKHi oTdeT No Jara anangnza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npousBoacTea T'omen go

Analysis performed according ND / Ananus nposeaen mo H/:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4of 8/ Crp. 4 u3 8

;} N Test / ITokasaTenb Results / Pe3ynbratsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than £ 10 %
OaHOPOAHOCTE MaccChl 2/20 tablets - not more than + 20 % /

18/20 Tabnetok — He Gonee 10 %
2/20 Tabnerok — He Gonee + 20 %

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

6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 99% Not less than 75% (Q) of

. C15sH13NO3*C4H 1 1 NO3 (ketorolac
Unit-2 / Ta6n-2 L tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 101% | 75% (Q  CisHisNO3+C4HiNO;s

. . (keToponaka  TpOMETaMHH)  dYepe3
Unit-4 / Ta6n-4 101% B
Unit-5 / Tabn-5 98%

Unit-6 / Tabn-6 98%

7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a

HMucnepcHocts 710 pm sieve is formed. / O6pasyerca
OJHOPOMAHAs CYCNEH3#us, MpPOXOMAINas
CKBO3b CHUTO C pPa3sMEPOM OTBEPCTHi
710 MKM.

Remarks: The Product conforms

Ilpumeuanue: Ilpoaykr cooTBeTcTBYeT TpeboBanuam HJ{

to ND/

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IMoarotoeneno: Jitendra Mate

Checked by /
IIposepeno: Santpsh Kumar
Maurya '

e

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBojaureinb
Manoj Kumar § /

-'\h_r_r;_y_j_(__,

(Qn]u?;;?/
Reprint Date/ | < |
Hara: 26.07.2024

Reprint Date /
Hara: 26.07.2024

Reprint Date /
Hata: 26.07.2024

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 500034, Telangana, India
Tel. +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CiN: L85195AP1984PLCO04507
www.direddys.com



Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td.
Formulaticn Unit-6

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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Okcrnpece (keToponak) TabieTky, AUCIEPTUPYEMbIE B MIOJIOCTH pTa, 10 Mr

Batch No / : V2401416 Batch Quantity / : 3600000 tab /
Cepust Ne O0sem cepun 3600000 Tab
Analytical Report No / : 040002604530 Date of Analysis / : 26.07.2024

AHaTuTHYeCKHH oTyeT Ne

JlaTa aHaM3a

Date of Manufacture /
Jlara npoH3BoacTBA

: 07/2024

Toxen mo

Date of Expiry /

: 06/2026

Analysis performed according ND / Anann3z npoBenen mo H/:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page5of8/Crp.5u3 8

8 Related impurities / PoacTBenHble pUMecH

ketorolac 1-hydroxy analog /
1-ruapoxcuaHanor

Below LOQ (LOQ = 0.0032 %) /
Huxe npenena KoIM4eCTBEHHOTO
onpegneneHus (ITKO = 0.0032 %)

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

KETOpOJNaKa

ketorolac 1-keto analog/
1-keToaHaJIor KeTopoJiaka

0.05%

eAMHHYHAs
HEUACHTH(PUIIMPOBAHHASA
IIPUMECh

Any unidentified impurity /

0.02%

Not more than 0.8 % / He 6oxee 0,8 %

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

Total impurities /
Cymma mpumecei

0.1 %

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

9 Water / Bona

2.6 %

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

10 | Residual solvents by GC/ OcTtaTo4yHble OpraHn4ecKHe pacTBOPHUTEIH

Isopropyl alcohol /
Hzonponaxon

06 pg/tab /
06 MKT B TabneTke

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

Remarks: The Product conforms to ND/
Ilpumeuanue: IIponykr cooteercTBYeT TpeboBanuaM HJJ

Conclusion: APPROVED /
3axmouyenne: OJOBPEHO

Prepared by /
ITonrorosneno: Jitendrg Mate

Checked by /
ITpoBepeHo: Santgsh Kumar
+ Maurya

Approved by: Manager/Executive /

Onobpeno: Meunemxep / PykoBoauresns

Manoj Kumar oy f
.}'mqu_gp

—d

W\
2V —
Reprint Date / 1

Hara: 26.07.2024

Reprint Date /

Hara: 26.07.2024

Reprint Date /
JHara: 26.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIM: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulaticn Unit-6

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

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxt: Keropon® Dkcnpece (keToposak) TabseTky, AMCeprupyeMble B MOJIOCTH pTa, 10 Mr

Batch No / 1 V2401416 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002604530 Date of Analysis / : 26.07.2024
AHanuTHyecKHii oTyer No Jara anannsza

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jara npoH3BoACTBA Tonen no

Analysis performed according ND / Ananmn3 nposenen no H/L:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ Crp. 6 3 8

11 | Microbial enumeration tests / MukpoGuosornyeckas 4ucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61ee uncno He 6onee 1000 KOE/r
a’3pOOHBIX MHKPO-
OpraHu3MoB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1uee He 6onee 100 KOE/r
YHUCJIO APOXKIKEBBIX U
TIIECHEBBIX TPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTcTBHe B 1 T
12 | Uniformity of dosage units / 4.8 Acceptance value (AV) not more than
OaHopoaHoCTD 15.0 / [lpuemouHoe 3HaueHue (AV) He
N03UPOBaHUSA 6onee 15,0.
13 Assay / KonuuecTtBeHHoe 10.0 mg / 10.0 mr From 90mg to 11.0mg of
onpeaejeHHe (99.7 %) Ci1sHi3sNO3*C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr
o 11,0 MI C15H13NO3'C4H11N03
(xetoponaka TpoMetamuH) (ot 90,0 no
110,0 % oT 3asBNIEHHOTO KOJUYECTRA) B
Tabnerke
14 | Butylhydroxyanisole 0.0923 mg/tab / Not less than 0.042 mg/tab /
content / Copep:xkanune 0.0923 mr B TabneTke He menee 0,042 Mr B TabneTke
OyTHJIrUAPOKCHAHHU30J1a

Remarks: The Product conforms to ND/
ITpumeuanne: IIpoaykT coorseTcTBYeT TpeboBanusam H/JI

Conclusion: APPROVED /
Sakmouenune: OJJOBPEHO

Jara: 26.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Jitendra Mate | ITpoBepeno: Santosh Kumar | Ono6peHo: Menemxkep / PykoBoaurens
v | Maurya Manoj Kumar 2.0
w\'i';‘ g ?,/ g . %‘1{&&{"
Reprint Date/ © ¢ { Reprint Date / Reprint Date /

Hata: 26.07.2024

Jara: 26.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +51 40 4900 25900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: LB5195AP1584PLCD04507

wvw.drreddys.com



Dr.Reddy’s €¢

Dr. Reddy's Laboratories |td.
Formulation Unit-6

Vill. Khol, Natagarh Road, Bad di,
Distt. Solan, H.P., 173 205, IND!A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Dkcnpecc (keToponak) TabieTkH, AMCNEPTUPYeMbIe B MOJIOCTH pTa, 10 Mr

Batch No / : V2401416 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepnn 3600000 Tab
Analytical Report No / : 040002604530 Date of Analysis / : 26.07.2024
AHAaIUTHYECKHH oT4eT No Jara ananau3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
Jara mpon3BoacTBa T'ogen go

Analysis performed according ND / Auanu3 nposeaen mo H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Page 70f8/Crp. 7u3 8

15

Package / YnakoBka

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 Tabnerox B
6nucrepe u3 (ITA/AJVIID ¢
Biaromornorurenem/II13BIT)
tdonsru // (II/AN) doneru. Ilo
2 6nuctepa ¢ HMHCTpyKLHeH mo
MpUMEHEHHIO B Ha4YKy
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. / Tlo 10
tabnetok B Gauctepe u3 (ITA/AJI/TID ¢
snaromnornotutenem/[I13BIT) donbru //
(I13/AJ1) donwru. 1o 1 nmu 2 6aMcTepa
C HHCTPYKIMell MO NPUMEHEHUIO B
Na4YKy KapTOHHYIO.

16

Labeling / MapkupoBka

According to ND / B cootBetcTBUM ¢ H]T

17

Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu Temnepatype He Boiie 25 °C.

18

Shelf life / Cpox rogHocTH

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.
* TIpu BBINYyCKe JIeKapCTBEHHOIO MpenapaTa KOHTPOJIb KayecTBa No NnokasaTteio «Mukpobuosornyeckas
YHCTOTA» MPOBOAUTCA A5t KaxKnoii 20-0#i cepuu, niu AJ1s1 OJAHOI cepUH B ro/l, B 3aBUCHMOCTH OT TOr0, YTO
HACTYNHUT paHbilIe.

Remarks: The Product conforms to ND/
Ipumeuanue: [IponykT coorBercTBYeT Tpeboanusm HJ{

Conclusion: APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
IToarorosneHo: Jitendra Mate

Checked by /

Approved by: Manager/Executive /
IpoBepeHo: Siﬂ_tosh Kumar | Onobpeno: Menemxep / PykoBoaurens

Reprint Date /
Hata: 26.07.2024

Reprint Date /
Hara: 26.07.2024

Q) | Maurya ¢ Manoj Kumar )
:_&,\f‘” ﬂ _{Maury 4 noj - m _J(’
£ \( —

Reprint Date /
Hara: 26.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, India
Tel: +51 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85135AP1584PLCO0450D7
www.drreddys.com



Dr.Reddy’s Q::‘

Dr. Reddy's Laboratories I+d.
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 AHAJIM3A www.drreddys.com

—

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Skcnpece (keToponak) TabaeTKH, AUCTIEPTHPYeMble B TIOJIOCTH pTa, 10 Mr

Batch No / : V2401416 |Batch Quantity / : 3600000 tab /
Cepusg Ne O06bem cepun 3600000 Tab
Analytical Report No / : 040002604530 Date of Analysis / 1 26.07.2024
AHaJduTHYEeCKHH oTUeT Ne Jara anann3za

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JdaTra npou3BoAcTBa Togen g0

Analysis performed according ND / Ananu3 nposenen no H/:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8 /Crp. 8 u3 8

API name / Haumenosanue ADC:

Ketorolac tromethamine / Ketoponaka

Homep cepuu cyberanuun npoussoautens I'JIM:

TpPOMETaMUH
INN/ MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABRE004346
Homep cepun npoussoautens ADC:
FP Manufacturer API Batch number / FERA00297

API Manufactured by & country /
IMpoussoaurens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Penau'c Jlaboparopuc JIta., Uuaus

Remarks: The Product conforms to ND/
Ilpumeuanue: [IponykT cooTBeTcTBYeT TpeboBanusm HJJ

Conclusion; APPROVED /
3akawuenne: OJOBPEHO

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

IMoaroroerneHno: Jitendra Mate | IIpoBepeno: Santpgh Kumar | OnobpeHo: Menemkep / PykoBogurenb
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