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
Tel : 491 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon™ Sxenpecc (keToponak) TabieTky, AUCTeprUpyeMbIe B IOJOCTH pTa, 10 Mr

Batch No / : V2301770 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepuu 3600000 tab
Analytical Report No / : 890001688530 Date of Analysis / : 16.09.2023
AnaauTHYecKkuii oTueT Ne Jara anannza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaTta npon3BoacTBa I'ogen go

Analysis performed according ND / Ananus nposegen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot
27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page1 of 8 /Crp. 1 u3 8

V®-cnekrpodoTomeTpus

1;.:) Test / IlokasaTesn Results / Pesynbrate Specification / Hopma
1 Description / Onmcanue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrnele, mnockue | Kpyrisle, miockue TabneTku ¢ $packoi,
TabneTkd ¢ (ackod, CBETNIO- | CBETIO-XENTOrO LBETa C IPABUPOBKOI
KENITOro LIBETAa C IPaBUPOBKON | «I» Ha OmHOIL cTOpOHE.
«l» Ha ofHOl cTOpOHE.
2 Identification / [ToanuuHOCTD
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®-cnekTpsl
HOrNOIUEHUs UCTIBITYEMOTO PacTBOpa U
pacTBOopa  CTaHZapTHOro  ofpa3ua
KETOpONlaka TpPOMETaMHHA  JOJKHEI
HMETb MaKCUMYMBI IIDH OAHOM U TOM Xe
JUTHHE BOJHEI (£ 2 HM).

Remarks: The Product conforms to ND/

ITpumeuanne: [IpogykT coorBeTcTBYeT TpeGosanuam HJ|

Conclusion: APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Sant:%]/ IIposepeno: Pardeep Kumar | Omo6peno: Menejukep / Pykosoaurens
Kumar Maurya 7 Abhishek Chauha

o of Y
Reprint Date / Reprint Date / Reprint Date/ '
Jara: 16.09.2023 Jara: 16.09.2023 Hara: 16.09.2023

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 Q3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon® Okcnpecc (keToponak) TableTkH, AUCTIEPrUpYeMbIE B IOJIOCTH pTa, 10 Mr

Batch No / : V2301770 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001688530 Date of Analysis / : 16.09.2023
AnaJinTHYecKHH oTueT Ne Jara anananza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa npoun3BoacTBa I'onen oo

Analysis performed according ND / Ananuns nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, uamenenue Ne2 ot 11.11.2022)

Page2 of 8/ Crp. 2 u3 8

No

Test / ITokazaTenn
No

Results / Pe3ynprats

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). / DBpeMms ynepxuBaHus
OCHOBHOTO MHKa Ha XpOMATOTpaMMe
MCOSLITYEMOTS  pacTsopa ACJDKHO
COOTBETCTBOBATh BpEMEHHU
YOEpXKUBaHHS OCHOBHOTO I@HMKAa Ha
XpoMarorpamme pacTRopa
CTaHIaPTHOTO KETOpOJIaKa
TpOMeTaMHHa (pazmen
«KosnnuecTBeHHOE onpeieNieHueE).

obpazna

Remarks: The Product conforms to ND/
ITpumeuanue: llponykr coorBeTcTByeT Tpebopauuam HJJ

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
ITonrorosneno: Santosh

Kumar Maurya  /

Checked by /
IIpoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menenskep / Pykoroauresns
Abhishek Chauhan

1\

Reprint Date /
Jata: 16.09.2023

Reprint Date /
Jara: 16.09.2023

Reprint Date /
Jara: 16.09.2023

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: L85155AP1984PLC004507
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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IponyxT: Ketopon® Dxcrnpece (keToposak) TabaeTKH, AUCTIEPITAPYEMBIE B ITOJIOCTH pra, 10 Mr

Batch No / : V2301770 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepuu 3600000 Tab
Analytical Report No / : 890001688530 Date of Analysis / : 16.09.2023
AHaauTHYECKUH oTUeT Ne JlaTa anajansa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JdaTa nponzBoiacTBa I'onen no

Analysis performed according ND / Ananu3s nposeaen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel ot
27.12.2021, uamenenne Ne2 or 11.11.2022)

Page30f8/Crp.3 u3 8

i.‘? Test / Iloxa3aTesb Results / PesynpTatsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaTHHHOCTDL butylhydroxyanisole peaks on the
Oy THATHAPOKCHAHHU30JI 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). / BpeMmeHa ynepXuBaHHUA
MUKOB  2-6YTHIrMOPOKCHAaHH30Ma |
3-OyTHWIrHApOKCHAaHU30Ia Ha
XpOMaTorpamme HCIIBITYEMOTO
pacTBopa JONDKHBI COOTBETCTBOBATH
BpeMeHaM yAEpXKUBAHUS TIHKOB
2-0Y THATUIPOKCHAHU30Ia u
3-6yTUNrHaApoOKCHaHU30Ma Ha
XpoMaTorpaMmme pacTBOpa
CTaHJApPTHOTO obpasua
O6yTHIrHAPOKCHAHU30Ia (pazmen
«CopnepxaHue
OYTUITHIPOKCUAHH30MIA)).
4 Average weight / Cpeansis 69.4 mg / 69.4 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
mMacca Ot 67,2 Mr no 72,8 mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: IlpoaykT cooTBeTcTBYET TpeGopanuam HJ 3akarouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: Santosh Hposepeno: Pardeep Kumar | Ono6peno: Menemxkep\ Pykosonurens
Kumar Maurya L/é/l; f_/ﬂl'” Abhishek Chauhan |
s {.. .
Reprint Date / Reprint Date / Reprint Date /
Jara: 16.09.2023 Jlara: 16.09.2023 Hara: 16.09.2023

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 Q3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHUOHUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Skenpecc (keroponak) TabaeTkH, Jucneprapyemble B MOJOCTH pTa, 10 mr

Batch No / : V2301770 Batch Quantity / : 3600000 tab /
Cepus Ne O06beM cepun 3600000 Tab
Analytical Report No / : 890001688530 Date of Analysis / : 16.09.2023
AHAJUTHYECKHI oTueT No JlaTa ananu3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa npou3BoacTBa Tonen no

Analysis performed according ND / Anann3 nposeaen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uameHenune Nel ot

27.12.2021, nu3zmenenune Ne2 ot 11.11.2022)

Page4 of 8/ Ctp. 4 n3 8

1;.00 Test / [TokasaTennb Results / Pe3ynbTaTh! Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OaHopoaHOCTh Maccehl 2/20 tablets - not more than L 20 % /

18/20 Tabnerox — He Oomee + 10 %
2/20 Tabnetok — He 6onee + 20 %
5 Disintegration time / 00 min 19 sec / 00 musu 19 cex Not more than 3 min / He 6onee 3 Mun
Pacnagaemoctnb
6 Dissolution / PacTBopenue Unit-1 / Ta6n-1 99% Not less than 75% (Q) of
. CsHi3sNO3*C4H; 1 NO3 (ketorolac
BRIE2Yhae2 99% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 100% 75% (Q)  CisHisNO3*C4Hi1NO;3
. . (keTopojiaka  TPOMETaMHH)  4epes
Unit-4 / Tabn-4 100% 15 Mun
Unit-5 / Taba-5 99%
Unit-6 / Tabn-6 99%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JlucnepcHoOCTh 710 pm sieve is formed. / Obpa3syercs
OIHOpOIHAs CYCHIEH3Hs, MNPOXOIAILas
CKBO3b CHUTO C pasMepOM OTBEPCTHIi
710 MKM.

Remarks: The Product conforms

to ND/

ITpumeyanue: Ilpoxykr cooTBercTBYeT TpeboBanmsam HJI

Conclusion: APPROVED /
3akmoyenune: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Santosh [Ipoeepeno: Pardeep Kumar | OnobpeHo: Menenxep / PykoBoaurens
Kumar Maurya Fyl~ Abhishek Chauhai&__

S N}
Reprint Date / Reprint Date / Reprint Date /
Jara: 16.09.2023 Jlata: 16.09.2023 Hata: 16.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




D q..o Dr. Reddy's Laboratories Ltd.
? [ . .
Formulation Unit-6
r. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Dkenpecc (keToponak) TabneTky, JUCIeprupyeMble B MOJIOCTH pTa, 10 mMr

Batch No / : V2301770 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepun 3600000 Tab
Analytical Report No / : 890001688530 Date of Analysis / : 16.09.2023
AHanHTHYeCKHIi oTYeT Ne JaTta anaanza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara npou3BoacTsa I'open no

Analysis performed according ND / Ananu3 nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, usmenenue Ne2 ot 11.11.2022)

Page Sof 8/ Ctp. S5u3 8

8 Related impurities / PoncTBeHHbI¢ MPpUMeECH
ketorolac 1-hydroxy analog / Not more than 0.5 % / He 6onee 0,5 %
1-ruapoxcuananor Below LOD (LOD = 0.0010 %) /
KeTopoJIaKa Huxe npenena o6Hapyxenus (110 =
0.0010 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHaJIOr KETOpONnaka 0.05 %
Any unidentified impurity / Not more than 0.5 % / He 6omnee 0,5 %
eAMHUYHAs 0.02 %
HeuaeHTU(UIIUPOBaHHAS
NpUMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %

CymMa npumeceit

9 Water / Boaa 3.1 % Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4Hble OpraHu4ecKHe pacTBOPUTEIH

Isopropyl alcohol / 02 pg/tab / Not more than 350 pg/tab /
Hzonponanon 02 MKr B TabneTke He 6omnee 350 mkr B TabneTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpogykT cooTBeTCcTBYET TpeboBanusimM HJJ 3axnaiouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Santosh ITposepeno: Pardeep Kumar | OmobpeHo: Menemkdp / Pykosoaurens
Kumar Maurya  ( ﬂ_ E Abhishek Chauhan L \
Reprint Date / Reprint Date / Reprint Date /
Jlara: 16.09.2023 Jata: 16.09.2023 Hara: 16.09.2023

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 €56

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®MKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponyxr: Ketopon™ Dkenpecc (KkeTopoak

) TabneTKH, AMCIIEPrUpyEeMble B IOJIOCTH PTa, 10 Mr

Batch No / : V2301770 Batch Quantity / : 3600000 tab/
Cepus Ne O0bem cepuH 3600000 Tab
Analytical Report No / : 890001688530 Date of Analysis / : 16.09.2023

| AHATMTHYECKHI OTHeT No Jara anajnza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaTa NpoM3BOACTBA Topen 0

Analysis performed according ND / Ananu3s nposees no H:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne
27.12.2021, n3menenne Ne2 or 11.11.2022)

2 from 11.11.2022 / uamenenne Nel ot

Page 6 of 8 / C1p. 6 u3 8

11 | Microbial enumeration tests / Muxpo0uoioruueckas yucroTa*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee YHCIO He 6onee 1000 KOE/T
a3pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obmee He 6onee 100 KOE/T
YHUCIIO APOOKEBBIX U
TIICCHEBBIX IPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTcTBHE B 1 T
12 Uniformity of dosage units / 32 Acceptance value (AV) not more than
OIHOPOAHOCTD 15.0 / TpuemouHoe 3HaueHue (AV) He
[03UPOBAHMS 6omee 15,0.
13 Assay / KosinyecTBeHHOE 9.9 mg/9.9 Mr From 90mg to 11.0mg of
onpezeneHue (98.7 %) C1sH13NO3C4H1NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / OT 9,0 Mr
o 11,0 mMr C15sH13NO3*C4H 1 1NOs
(xeToposiaka TpoMeTaMuH) (0T 90,0 mo
110,0 % OT 3asBNEHHOTO KOJIM4ECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.1015 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanune 0.1015 mr B TabneTKe He menee 0,042 Mr B TabieTke
Gy THATHAPOKCHAHU30IA

Remarks: The Product conforms to ND/
Tlpumeuanue: IIpoayKT COOTBETCTBYET tpeGosannam HJI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /

IToaroToBleHO: S‘;}itosh

Kumar Maurya | )

Checked by /
ITposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /

Onobpeno: Menemkép / PykoBoaurenb
Abhishek Chauhan & \

Reprint Date /
ITata: 16.09.2023

Reprint Date /
Jara: 16.09.2023

Reprint Date /
Jara: 16.09.2023

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.

Formulation Unit-6

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

CEPTHOPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkcnpece (keToponak) TabNeTKH, IUCMeprUpyeMble B OJOCTH pra, 10 Mr

Batch No / : V2301770 Batch Quantity / : 3600000 tab /
CepHa Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 890001688530 Date of Analysis / : 16.09.2023
Anajdurnuecknii oTyer No Jara anaausa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JdaTa npon3soacTsa TI'open go

Analysis performed according ND / Auanu3 nposexen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page 7 of 8/ Crp. 7 m3 8

15 | Package/ YmakoBka 10 tablets in a blister of | 10 tabletsina blister 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. / Ilo 10
information leaflet in a carton | Tabnetok B 6muctepe u3 (ITA/AJI/IIS ¢
pack. / Tlo 10 Tabneroxk B | Bnaromornorutenem/I19BII) doneru //
onucrepe w3 (ITA/AJVTID ¢ | (II13/AJ]) ponsru. Io 1 unu 2 6aucTepa
Braronornoturenem/[12BII) C MHCTpyKIMEH [0 NPUMEHEHHUIO B
donsru // (II3/AJ) doneru. [To | mauky KapTOHHYIO.

2 6mucTepa ¢ WHCTPYKLHeH 1o
NpHUMEHEHHIO B navyKy
KapTOHHYIO.
16 Labeling / MapkupoBka According to ND / B cootetcTBuu ¢ HJ{
17 | Storage conditions / Below 25 °C. / IIpu Temneparype He Bbime 25 °C.
XpaHeHue
18 | Shelf life / Cpox roonoctu 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.
* [Ipu BbIMycCKe JIEKAPCTBEHHOTO MpeNapaTa KOHTPOJIb Ka4ecTBa Mo NMoKa3aTeno « Mukpobuoornyeckas
YHCTOTA» NPOBOAUTCS ISt KaxkKA0it 20-0ii cepuH, MTH A1 OAHOH CEPHH B rojl, B 3aBUCHMOCTH OT TOro0, 4YT0

HACTYNUT paHbLIeE.

Remarks: The Product conforms to ND/
Ilpumeuanue: [poaykt coorBeTcTBYeT TpeboanuaM HJI

Conclusion: APPROVED /
3akmaouenne: OJJOBPEHO

Prepared by /
IMoaroroenexo: Santosh

Kumar Maurya CETJ
/

Checked by /
[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxkep)/ Pykosoaurens
Abhishek Chauhan |
i,

>\

Reprint Date /
Jlata: 16.09.2023

Reprint Date /
Jara: 16.09.2023

Reprint Date /
Jara: 16.09.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q3¢

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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopon® Dkenpece (keroponak) TabieTky, AHCIIEPrHPYEMbIC B IIONIOCTH PTa, 10 mr

Batch No / : V2301770 Batch Quantity / : 3600000 tab /
Cepusa Ne O0BeM cepiu 3600000 Tab
Analytical Report No / : 890001688530 Date of Analysis / : 16.09.2023
AnaTHTHYeCKHH oTyeT Ne JlaTa apanu3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaTa mpou3BOACTBA I'onen no

Analysis performed according ND / Ananu3 nposenen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel ot

27.12.2021, namenenue Ne2 ot 11.11.2022)

Page 8 of 8/ C1p. 8 m3 8

API name / Haumenosanune APC:

Ketorolac tromethamine / Ketoponaka

TPOMETaMHUH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepun npoussoauteas ADC: aE QEOsE
FP Manufacturer API Batch number / FEQA00433

Homep cepuu cyGeranuuu npoussogntens FJIP:

API Manufactured by & country/
IpousBogurenb APC, cTpaHa:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennw'c Jlabopartopuc Jitn., Maous

Remarks: The Product conforms to ND/
[Tpumeuanue: ITpoaykT cooTBeTcTByeT Tpebosanuam H/I

Conclusion: APPROVED /
Zakmouenne: OJJIOGPEHO

Hara: 16.09.2023
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