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

CEPTUO®HMKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxt: Keropon™ Dkenpece (keToponak) TabneTku, AMCTIEPrHPYEMbIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2301424 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001679130 Date of Analysis / : 21.08.2023
AnaauTnyecKui oTyer Ne JlaTa anayiusza

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JlaTa npou3BOaCTBa I'onen o

Analysis performed according ND / Ananus nposenen no H/L:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3meHenue Nel ot

27.12.2021, uamenenne Ne2 or 11.11.2022)

Page 1 0of8/Crp. 1u38

No

Test / [Toxaszarenb
Ne

Results / Pe3ynpTaThl

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "[" debossed on one
side. / Kpyrple, nJ0oCKue
TabneTkd ¢ (ackoi, CBETIO-
XKEJITOTO IBeTa C TI'PaBUPOBKOM
«l» Ha OHOM CTOpPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisie, mwiockue TabneTku ¢ packoi,
CBETIIO-XKEJITOTO IIBETA C IPaBUPOBKOM
«l» Ha OIHOM CTOPOHE.

2 Identification / IToJUIMHHOCTD

Ketorolac / Kemoponax

a) Byuv/
Y®-cnektpodoTomMeTpus

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-crieKTphl
[OIJIOIIEHMUS VCHBITYEMOrO pacTBoOpa U
pacTBopa  cTaHmapTHoro  ofpasua
KeToposiiaka TpPOMETaMMHa  JIOJDKHBI
MIMETh MAaKCUMYMBI IIPH OJHOM U TOH Xe
JUTHHE BOJHBI (+ 2 HM).

Remarks: The Product conforms to ND/

[pumeuanue: IIpoaykr coorBeTcTByeT Tpebosanuam HJI

Conclusion: APPROVED /
3axmouenne: QJOBPEHO

Prepared by /
[ToarorosneHo: Ramakant

Gulst

Checked by /
[Tpoeepeno: Pardeep Kumar

i

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosomurens
Abhishek Chauhan L

Reprint Date /
Jara: 21.08.2023

Reprint Date /
Jarta: 21.08.2023

Reprint Date /
Jara: 21.08.2023

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: L85195AP1934PLC0O0AS07

www.drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT 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
Hpoaykr: Keropon® Dkcnpecc (keToposiak) TabieTKy, AUCIIeprHpyeMble B M0JI0CTH pTa, 10 Mr

Batch No / : V2301424 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepun 3600000 Tab
Analytical Report No / : 890001679130 Date of Analysis / : 21.08.2023
AHaaHTHYecKHi 0THeT Ne Jlara anaimnza

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JaTa npousBoicTBa T'open no

Analysis performed according ND / Anann3 nposeaen mo HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page 2 of 8/ C1p. 2 n3 8

No

Test / IToxa3aTe/ib
Ne

Results / Pe3ynbTaTh!

Specification / Hopma

b) By HPLC / BOXX

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 ynepxuBaHuA
OCHOBHOIO IIMKa Ha XpoMarorpamme
HCOBITYEMOrC ~ pacTBopa  HOIDKHO
COOTBETCTBOBATh BPEMEHH
yOEpXKMBAHUS OCHOBHOIO IIMKa Ha
XpOMaTorpamme pacTBopa
CT@HHAPTHOTO KETOpOJIaKa
TPOMPTAMITHA (paznen
«KONHMYECTBEHHOE ONPENEIICHHUE).

obpasia

Remarks: The Product conforms to ND/

[Tpumeuanwue: IlpoaykT cooTBeTcTByeT TpeboBanuaM HJI

Conclusion: APPROVED /
3axmwouenune: OJJOGPEHO

Prepared by /
IMoxrorosnedo: Ramakant

Checked by /
[Mpoeepeno: Pardeep Kumar

=l

Approved by: Manager/Executive /

Omno6peno: Menemikep / Pykosoaurens
Abhishek Chauhan ;’\ \

fulad
Reprint Date /

Hara: 21.08.2023

Reprint Date /
Hata: 21.08.2023

Reprint Date /
Jata: 21.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Emaii: mail@drreddys.com
CIN: L85195AP1384PLC0O04507

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  Tel: +91 98166 56001-02
CEPTHO®PUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon®™ Dkenpece (keToponak) TabIeTKH, AUCIEPrHpyeMbie B TIOJOCTH pTa, 10 Mr

Batch No / 1 V2301424 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001679130 Date of Analysis / : 21.08.2023
AHaJIHTHYECKHH oTyeT No JlaTa anaju3a

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JaTa npou3BoacTBa I'ozen no

Analysis performed according ND / Anann3s nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3smenenne Nel ot
27.12.2021, uzmenenune Ne2 ot 11.11.2022)

Page3 of 8 /Ctp. 3 m3 8

%’0 Test / Iloka3aTenn Results / Pe3ynbTaThl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times  of  2-
Butythydroxyanisole / butylhydroxyanisole and 3-
IoanmuuocThL butylhydroxyanisole peaks on the
Oy THArMAPOKCHAHU30/1 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 yaepKuUBaHHs
IMKOB  2-OyTHITMAPOKCHAHH301a U
3-QyTUATHNNOKCHARWAONA Ha
XpOMaTorpamMmme HCIIBITYEMOTO
pacTBOpa JIO/DKHBI COOTBETCTBOBATh
BpEMeHaM yIEePKHBAHMS TIHKOB
2-6yTHITHAPOKCHAHU301a u
3-0y TUIrHAPOKCHAHU30JIa Ha
XpoMaTorpamme pacTBopa
CTaHIapTHOTO obpasua
OyTHITHIPOKCHAHU30Ma (pa3znmen
«CopnepxaHue
OYTHITHAPOKCUAHU301a%).
4 Average weight / Cpenuss 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

Ipumeuanue: IIponykT cooTBeTcTBYeT Tpebosanuam HJI

to ND/

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToxgrorosneno: Ramakant

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /

OnobpeHo: Menemkep / Pykosonurens
Abhishek Chauhan L\

el
Reprint Date /

Jlara: 21.08.2023

Reprint Date /
Jara: 21.08.2023

Reprint Date /
Jara: 21.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2200, Fax: +-91 -0 4900 2999, Email: mail@drreddys.com
CIN: LE5195AP1334PLCO04507

www.drreddys.com




Dr.Reddy’s ‘g'.

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

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

CERTIFICATE OF ANALYSIS  Tel - +91 98166 56001-02
CEPTUDPHKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dxcnpece (keToposak) TabIeTKu, AHCHeprupyembie B 11010cTy pra, 10 mr

Batch No / : V2301424 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001679130 Date of Analysis / : 21.08.2023
AHaJuTHYECKHH 0T4YeT No Jara apanusa

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JaTta npousBoacrea I'onen no

Analysis performed according ND / Ananan3 nposegen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ n3menenue Nel ot

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page4 of 8/ Crp. 4 u3 8

No

No Test / ITokazaTesnnb Results / Pe3ynbraTsl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than = 10 %
OAHOPOAHOCTH MACCHI 2/20 tablets - not more than = 20 % /

18/20 Ttabnerox — He OGonee + 10 %
2/20 Tabnerok — He 6onee £ 20 %

5 Disintegration time / 00 min 20 sec / 00 muH 20 cex Not more than 3 min / He 6onee 3 MuH
Pacmapaemocthb

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

. Ci15H13NO3+C4H 1 NO;3 (ketorolac
Unit-2 / Ta6n-2 101% tromothamina) in 15 min / He Mernee
Unit-3 / Ta6n-3 96% 75% (Q)  CisHisNO3*C4HiiNOs

) . (keToposiaka ~ TPOMETaMHH)  HEpE3
Unit-4 / Tabn-4 98% 15 Mun
Unit-5 / Tabn-5 99%

Unit-6 / Tabn-6 100%

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

JucnepcHOCTh 710 pm sieve is formed. / O6pasyetcs
OJHOPOJHAs CYCNICH3Us, MPOXOASLIas
CKBO3b CHTO C DPa3sMepoM OTBEpCTHI
710 MKM.

Remarks: The Product conforms

[Mpumeuanue: [IpopykT cooTBeTcTBYET TpeboBanmam HJI

to ND/

Conclusion: APPROVED /
3axaouenune: OJJOBPEHO

Prepared by /
[Moarorosneno: Ramakant

Checked by /
[poeepeno: Pardeep Kumar

I

Approved by: Manager/Executive /

Onobpeno: Menemxép / PykoBoauTens
Abhishek Chauhan L_/

Reprint Date /
JHara: 21.08.2023

Reprint Date /
Hata: 21.08.2023

Reprint Date /
Jara: 21.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 10 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1384PLC004507
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

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon® Dkcnpece (KkeToposak) TabIeTky, ANCTepripyeMeie B nosoctu pra, 10 mr

Batch No / : V2301424 Batch Quantity / : 3600000 tab /
Cepns Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001679130 Date of Analysis / : 21.08.2023
AxanuTndeckuii oryer Ne Jara anainsa

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JaTta npousBoacTBa I'onen no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page5of 8/ Crp. S5u3 8

8 Related impurities / PoacTsenHble npumMecn

ketorolac 1-hydroxy analog /
1-ruapoxcuaHanor

Below LOD (LOD = 0.0010 %) /
Hike npenerna o6Hapyxenus (10 =

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

KeTopoJaka
0.0010 %)

ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-KETOaHAJIOT KeTOpoJIaKa 0.03 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHUYHAas 0.06 %
HenaeHTH(UIIMPOBaHHAS
NpHMECh
Tolal impuritics / 0.1 9% Mot morv thun 1.0 96/ He Guaww 1,0 %%
Cymma npumecei

9 Water / Bona 25% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHu4YecKHe pacTBOPUTEIH

Isopropyl alcohol /
H3zonpomnaHon

4 ug/tab/
4 MKr B TabJIeTKe

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

Remarks: The Product conforms to ND/
ITpumeuanne: IIpoayKT cooTBETCTBYET TpeboBanuam HJT

Conclusion: APPROVED /
Zakawyenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ramakant

Checked by /
[posepeno: Pardeep Kumar

P

Approved by: Manager/Executive /

Onobpeno: Menemxkep /| PykoBoaurens
Abhishek Chauhan

Bulpd
Reprint Date /

Jara: 21.08.2023

Reprint Date /
Jara: 21.08.2023

Reprint Date /
Jara: 21.08.2023

¥

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderapad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fas: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Skemnpecc (keToponak) TabeTku, AUCTIEPrUpyeMbIe B MOJIOCTH PTa, 10 mr

Batch No / 1 V2301424 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepn 3600000 Tab
Analytical Report No / : 890001679130 Date of Analysis / : 21.08.2023
AHanuTHYecKHil oryer No JaTa anaiusa

Date of Manufacture / : Jul.2023 Date of Expiry / ¢ Jun.2025
Jata npou3BOACTBA I'ogen no

Analysis performed according ND / Ananu3s nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenune Nel or

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 6 of 8/ C1p. 6 u3 8

11 Microbial enumeration tests / MukpoGuosorudyeckast Yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ce uncmuo He 6onee 1000 KOE/r
a’poOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1iee He 6onee 100 KOE/r
YUCIIO OPOXOIKEBBIX U
TUIECHEBBIX TpUbOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBUE B 1 T
12 | Uniformity of dosage units / 33 Acceptance value (AV) not more than
OUHOPORHOCTH 15.0 / TIpiemoriioe 3HaveHle (AV) He
RO3UPOBAHHUSA Gouee 15,0.
13 | Assay/KonnuecrBeHHOe 9.9 mg/9.9 Mr From 90mg to 11.0mg of
onpesesieHHe (98.8 %) C15H13NO3*C4H1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 1 1,0 MI C15H13NO3‘C4H11NO3
(xeToposaka TpomeramuH) (ot 90,0 no
110,0 % OT 3aBJIEHHOTO KOJIUUECTBA) B
TabneTKe
14 | Butylhydroxyanisole 0.0922 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanue 0.0922 mr B TabneTke He menee 0,042 mr B TabneTke
GyTHArMAPOKCHAHU30MA

Remarks: The Product conforms to ND/

IIpumeuanue: [IpoaykT cooTBeTcTBYET Tpebopanmam HJI

Conclusion: APPROVED /
3akawyenne: OJJOBPEHO

Prepared by /
ITonrororaeHo: Ramakant

Checked by /
IMposepeno: Pardeep Kumar

Approved by: Manager/Executive /

Ono6peno: Menemkep/ Pykosoaurens
Abhishek Chauhan L \

Bulwd
Reprint Date / |

Jara: 21.08.2023

Reprint Date /
Jara: 21.08.2023

Reprint Date /
JlaTa: 21.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5GU03+4, Teiangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Emaii: mail@direddys.com
CIN: 1.85195AP1984PLC004507

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
Tel : +91 98166 56001-02

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dxenpecc (keToposiak) TabieTky, AHCIEprupyeMbie B MOJI0CTH pTa, 10 Mr

Batch No / 1 V2301424 Batch Quantity / : 3600000 tab /
Cepust Ne O0bem cepHH 3600000 Tab
Analytical Report No / : 890001679130 Date of Analysis / : 21.08.2023
AnagauTnuecknii oryer Ne Jara ananuza

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
JlaTa npoH3BoAcTBa I'ogen po

Analysis performed according ND / Ananu3 nposeaen mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenue Nel ot

27.12.2021, uamenenne Ne2 or 11.11.2022)

Page 7 of 8/ Ctp. 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. / Ilo 10 Tabnerok B
6mucrepe w3z (ITA/AJITID ¢
piaronornoturenem/[13BIT)
donsru // (II9/AJ]) donsru. Io
2 GnucTepa ¢ MHCTpYKIHUeH 1o
NPUMEHEHUIO B Mayky
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. / Ilo 10
tabnetox B Giucrepe u3 (ITA/AJI/TID ¢
srnaronorioturenem/I19BII) ¢onsru //
(T12/AJ1) dpomera. o 1 win 2 6nuctepa
C MHCTpYKUHMEH 1O TNPUMEHEHHIO B
Nayky KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootsercTBuu ¢ HJJ

17 Storage conditions /
XpaHeHue

Below 25 °C. / Ipu Temnepatype He Bbile 25 °C.

18 Shelf life / Cpox 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.
* [Ipu BbINyCKe JIEKAPCTBEHHOr0 penapaTa KOHTPOJIb Ka4ecTBa 10 Noka3aTe o «Mukpobuosoruyeckasl
YHCTOTA» MPOBOAMTCS Jsl Kaxaoii 20-0ii cepun, HIIM /ISt OHON CepUH B Ioji, B 3aBUCUMOCTH OT TOr0, 4TO

HACTYNUT paHbLIE.

Remarks: The Product conforms to ND/
[Tpumeyanue: IIpoaykT cooTseTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3akmouenue: OJJOGPEHO

Prepared by /
IToarorosneno: Ramakant

fufss

Checked by /
Ipoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /

Ono6peno: Menemkep / PykoBoaurens
Abhishek Chauhan L\

Reprint Date /
[Hara: 21.08.2023

Reprint Date /
JlaTa: 21.08.2023

Reprint Date /
Jara: 21.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Emaii: maill@drreddys.com

CIN: L85195AP1384PLC004507
www.drreddys.com




Dr.Reddy’s “g‘.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT 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
Ipoayxt: Keropon® Dxkenpecce (keToposiak) TableTky, AUCIIeprupyeMble B noocty pra, 10 mr

Batch No / : V2301424 Batch Quantity / : 3600000 tab /
Cepus Ne ' O6bem cepun 3600000 Tab
Analytical Report No / : 890001679130 Date of Analysis / : 21.08.2023
AnanuTH4ecKuil oTyeT No Jlara ananusa

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
Jara npou3BoacTBa I'onen no

Analysis performed according ND / Ananunz nposeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, n3amenenne Ne2 ot 11.11.2022)

Page 8 of 8 /Ctp. 83 8

API name / HanmeHnoBanue ADOC:

Ketorolac tromethamine / Ketoponaka

Homep cepuu cy6cTanuuu npouspoautens I'JID:

TPOMETaMMH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Howmep cepuu npoussoautesisi APC: ABQH002106
FP Manufacturer API Batch number / FEQA00276

API Manufactured by & country /
Mponseoautens APC, cTrpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Penmu'c Jlabopatopuc JIta., Muaus

Remarks: The Product conforms to ND/

ITpumeyanue: IlpoaykT cootBercTByeT TpeboBanmam H/I

Conclusion: APPROVED /
3akmoyenne: OJJOGPEHO

Prepared by /
IMoarorosneno: Ramakant

ot~

Checked by /
IMpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

Ono6peno: Menemxep / Pykosoaurens
Abhishek Chauhan &_)\

Reprint Date /
Jlata: 21.08.2023

Reprint Date /
Jlata: 21.08.2023

Reprint Date /

Jara: 21.08.2023
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