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 56001-02
CEPTHO®HKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxkr: Ketopon” Dkenpece (keToponak) TabaeTku, AHCEpriupyenmble B M0JI0CTH pTd, 10 mr

Batch No / 1 V2302257 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepuH 3600000 Tab
Analytical Report No / : 890001702642 Date of Analysis / : 25.11.2023
AHaIUTHYECKHH oTdeT Ne Jara anaauza

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
JlaTa npou3BOACTBA T'oaen no

Analysis performed according ND / Anaiu3 nposeJen no HA:
JIMI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot
27.12.2021, nzmenenne Ne2 or 11.11.2022)

Page1of8/Crp.1u3 8

No

Test / IToxa3zaTenab
Ne

Results / Pe3ynsTaThl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrable, IIOCKHe
Tabnetku c ¢ackoif, cBeTsO-
HKEJNTOTO LBETA C TPAaBUPOBKOH
«l» Ha OIHOM CTOpPOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrubie, Iuiockue Tabnetku ¢ Gpackoi,
CBETJIO-KEJITOrO 1BETAa C IPaBUPOBKOM
«|» Ha ogHOM CTOPOHE.

2 Identification / [1oJUTHHHOCTH

Ketorolac / Kemopoaax

a) Byuv/
V®-cniekTpohoToOMETpHSA

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-CneKTpsl
MOMJIOIIEHHS MCTILITYEMOrO pacTBOpa U
pacTBopa  CcTaHgapTHoro  ofpasua
KETOpojiaka TpOMETaMHHA  HOJDKHBI
HMETh MaKCUMYMBI IIPH OTHOH 1 TOM e
JUTAHE BONHBI (+ 2 HM).

Remarks: The Product conforms to ND/
[Tpumeuanue: [IpoaykT cootsetcTeyeT Tpebosannam HJL

Conclusion: APPROVED /
Baxmoyenne: OJJOBPEHO

Prepared by /
IToarorosneno: Ankit

Checked by /
ITpoeepeno: Santosh Kumar

Maurya (y\

—

Approved by: Manager/Executive /
Ono6peno: Menegkep / Pykosonuress
Abhishek Chauhak

{

-

Reprint Date /
Jara: 25.11.2023

Reprint Date /

Jata: 25.11.2023

Reprint Date /
Hara: 25.11.2023

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: 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
Tel : 491 98166 56001-02

CEPTHO®HUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropon” Dkenpece (keToponak) Tad/ieTku, ANCHeprupyemsIe B M0JI0CTH prd, 10 Mr

Batch No / 1 V2302257 Batch Quantity / :+ 3600000 tab /
Cepus Ne O0beM cepHH 3600000 Tab
Analytical Report No / : 890001702642 Date of Analysis / : 25.11.2023
AnanuTHYecKHii oTyer Ne Jara anannsa

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
JaTta npoH3BOACTBA T'onen xo

Analysis performed according ND / Ana;iu3 npose/ieH o HA:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3amenenne Nel ot
27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page 2 of 8/ Crp. 2 u3 8

No

Test / [Toka3aTenanb
Ne

Results / PesynbTats!

Specification / Hopma

b) By HPLC/B32XX

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). / BpeMmsa yAepXHBaHHA
OCHOBHOTO NMKa Ha XpoMaTorpamme
UCIIBITYEMOTO ~ PacTBOpa  JOJDKHO
COOTBETCTBOBATD BPEMCHH
yIEp)KMBaHHMS OCHOBHOTO THMKa Ha
XpoMaTorpaMme pacTBopa
CTaHOapTHOIO KeTOpoJIaKa
TpOMETaMHHa (pazmen
«KONM4eCcTBEHHOE OTPEAENCHHED).

obpa3ua

Remarks: The Product conforms to ND/

Tpumeuanue: Ilpoaykr coorercrayer Tpedosanusm HJL

Conclusion: APPROVED /
Zakmouenue: OJJOGPEHO

Prepared by /
Ilogrorosiaeno: Ankit

/

Checked by /
IMposepeno: Santosh Kumar

Maurya w(

-

Approved by: Manager/Executive /

Onobpeno: Menemiep / PykoBoaurens
Abhishek Chauhan L)\

Reprint Date /
Iara: 25.11.2023

Reprint Date /
Jara: 25.11.2023

Reprinl Date /
Jara: 25.11.2023

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: 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
Tel : +91 98166 56001-02

CEPTUOHKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

IpoayKT: Keropon" Dkerpecc (keToponak) TabNneTKu, ANCIEPrHPYCMbIC B niosiocTy pra, 10 Mr
Batch No / : V2302257 Batch Quantity / : 3600000 tab/
Cepust Ne O0bem cepuu 3600000 Tab
Analytical Report No / : 890001702642 Date of Analysis / : 25.11.2023
Anagurrgeckuii oruer N JlaTa aHaJIH32

Date of Manufacture / : 10/2023 Date of Expiry / : 0972025
JlaTa npou3BOACTBA T'onen 1o

Analysis performed according ND / Ananu3 npoBeieH mo HA:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or
27.12.2021, usmenesne Ne2 ot 11.11.2022)

Page 3 of 8/ Crp. 3uz8

‘1;.? Test / [IoxasaTesb Results / Pe3ynbTaTsl Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
THoaIMHHOCTH butylhydroxyanisole peaks on the
GyTHATHAPOKCHAHHN30T 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 YyAepXKHUBaHUA
MKoB  2-6yTHIrHIpPOKCHaHu3oNa ¥
3-6yTIIrHAPOKCHAHU3011a Ha
XpoMaTrorpamMmme HCIIBITYEMOTO
pacTBOpa JODKHBL ~COOTBETCTBOBATH
BpeMeHaM  yAepXuBaHHd  [HKOB
2-6YTWITHAPOKCHAHH30]1a W
3-6y THITHAPOKCHAHU30IA Ha
Xpomatorpamme pacTBOpa
CTAHAAPTHOTO obpasua
OyTHITHAPOKCHAHU30]12 (paszaen
«CopnepxaHue
6yTunmnp0KcuaHu30na»).
4 Average weight / Cpeaussi 70.3 mg/70.3 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). !
macca Ot 67,2 mr a0 72,8 Mr (70,0 mr 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: [TpoJyKT COOTBETCTBYET tpeGosanusm HIL Zaxmouenne: OJJIOGPEHO
Prepared by / Checked by / Approved by: Manager/ Executive /
IMoprororneHo: Ankit IposepeHo: Santosh Kumar Onobpeso: Menggukep / PykoBoauTesk
/ﬂ Maurya Gf\> Abhishek Chauha
/ . o \
Reprint Date / Reprint Date / Reprint Date /
Jara: 25.11.2023 Jlara: 25.11.2023 Jata: 25.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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 Tel : +91 98166 56001-02
CEPTHOHUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxkr: Ketopon® Dkenpecc (keToposiak) TabeTky, AUCHeprupyemsle B Monocty pra, 10 mr

AHaluTHYeCKHH oTyeT No

Batch No / 1 V2302257 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001702642 Date of Analysis / : 25.11.2023

JlaTa anaausa

Jata nponsBoacTea

Date of Manufacture / : 10/2023 Date of Expiry / ¢ 09/2025

Toxen go

Analysis performed according ND / Ananu3s nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3amenenue Nel ot
27.12.2021, usmenenne Ne2 or 11.11.2022)

Page 4 of 8§ / Ctp. 4 u3 8
i.:’ Test / IlokasaTenn Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than £ 10 %
OaHOPOAHOCTH MaCChl 2/20 tablets - not more than + 20 % /
18/20 Tabnerok — He Gonee + 10 %
2/20 tabnetok — He Honee £ 20 %
5 Disintegration time / 00 min 22 sec / 00 muH 22 cek Not more than 3 min / He 6onee 3 Mmun
PacnmagaemMocTh
6 Dissolution / PacTBopenue Unit-1/ Tabn-1 96% Not less than 75% (Q) of
. CisH;3NO3*CsH[ 1 NO; (ketorolac
Unit-2 / Ta6s-2 96% tromethamine) in 15 min / He MeHee
Unit-3 / Tabn-3 101% 75% (Q)  CisHisNO3*C4H|INOs
) . (keTopoiaka ~ TPOMETaMUH)  4epes
Unit-4 / Tabn-4 100% 15 MHH
Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 100%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JlucnepcHOCTD 710 pm sieve is formed. / Obpasyerca
OJHOpOIHAs CYCIEH3Ms, MPOXOAALIAs
CKBO3b CHTO C pa3MEpoOM OTBEPCTHH
710 MKM.
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpogykT cooTBeTcTBYET Tpebopanusam HJI 3axmiouenue: QJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MonprotorneHo: Ankit IMposepeno: Santosh Kumar | Ono6peHo: Menemxep / Pykosoauress
ﬁ Maurya /C)_/_/\’ Abhishek Chauhan )\
Reprint Date / Reprint Date / Reprint Date /
Jara: 25.11.2023 Mara: 25.11.2023 Harta: 25.11.2023

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: L85195AP1984PLC004507
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
CEPTHDHUKAT AHAJTN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoayxT: Keropon" Dkenpece (keToponak) TabAeTKH, IHCNEPrHpyeMbIC B IONOCTH pTa, 10 mr

Batch No / 1 V2302257 Batch Quantity / : 3600000 tab /
Cepus Ne O0neM cepiii 3600000 Tab
Analytical Report No / : 890001702642 Date of Analysis / : 25.11.2023
AHAJTATHYECKHH oTUeT No JlaTa aHau3a

Date of Manufacture / : 10/2023 Date of Expiry / : 0972025
JaTa npoH3BOACTBA T'ogen o

Analysis performed according ND / Ananus nposenen o HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, nzmenenne Ne2 ot 11.11.2022)

Page 50of 8/ Crp. S u3 8

8 Related impurities / PoncTBeHHble NPHMECH

1-ruapoKCHaHanor

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) / Not more than 0.5 % / He 6onee 0,5 %
Hwmxe npenena o6uapysxenus ([10 =

KEeTopoJlaka 0.0010%)
ketorolac 1-keto analog/ 0.06 % Not more than 0.8 % / He 6onee 0,8 %
1-xeToaHanor KeTopoJjiaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eMHIYIHAs
HenAeHTH(UIMPOBaHHAs
npUMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumecei

9 Water / Boaa 27 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4HbI€ OPraHu4ecKHe pacTBOPUTEIH

Isopropyl alcohol /
H3onpomnanon

12 pg/tab /
12 MKr B TabNeTKe

Not more than 350 pg/tab /
He 6omnee 350 MKr B TabieTke

Remarks: The Product conforms

to ND/

IMpumeyanue: [IposyKT COOTBETCTBYET TPEOOBAHMAM HJ

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
Tloarorosneno: Ankit

/‘

Checked by /
IMposepero: Santosh Kumar

Maurya
&y

-

Approved by: Manager/Executive /
Ono6penHo: Menempkep / PykoBonurens
Abhishek Chauhan! \

Reprint Date /
Hata: 25.11.2023

Reprint Date /
Harta: 25.11.2023

Reprint Date /
Hara: 25.11.2023

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: L85195AP1984PLC004507

www.drreddys.com



‘.. Dr. Reddy's Laboratories Ltd.

! o@® Formulation Unit-6

Dr‘ Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon® Dkenpecc (keToposak) TabeTKH, JUCTIEprHpyeMble B MOJIOCTH pTa, 10 Mr

Batch No / 1 V2302257 Batch Quantity / : 3600000 tab /
Cepust Ne O06beM cepun 3600000 Tab
Analytical Report No / : 890001702642 Date of Analysis / : 25.11.2023
AHANUTHYEeCKHI oTueT Ne JlaTa anaau3a

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2025
JdaTa npou3BoAcTBa I'ogen po

Analysis performed according ND / Ananu3 nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel ot

27.12.2021, namenenune Ne2 or 11.11.2022)

Page 6 of 8/ Ctp. 6 u3 8

11 | Microbial enumeration tests / MukpoGuosornyeckas Yucrora*

a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / O6wee yucno NA He 6onee 1000 KOE/r
a3pobHBIX MUKPO-

OpraHH3MOB

b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O61uee NA He 6onee 100 KOE/r

YHUCI0 JPOACOKEBBIX U
TIECHEBBIX TPUOOB

¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytcTBUe B 1 T
12 | Uniformity of dosage units / 6.0 Acceptance value (AV) not more than
OaHopoaHoOCThL 15.0 / IIpuemouHoe 3Hauenue (AV) He
NO3UPOBAHUS 6onee 15,0.
13 Assay / KosinyecTBeHHOe 10.0 mg/ 10.0 Mmr From 90mg to 11.0mg of
onpeaelieHUue (99.6 %) Ci5H13NO3°C4H1NO; (ketorolac

tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
g0  11,0mr  CisHisNO3*CeH 1NO3
(keroponaka TpomeramuH) (ot 90,0 no
110,0 % OT 3asABJEHHOI0 KOJIHUECTBA) B

Tabnerke

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Ipumeuanue: [MponykT cooTBeTCTBYET TpeboBanusam HJL 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Anki IMpoeepeno: Santosh Kumar | Onobpeno: Menemxep / PykoBoauten

Maurya g& Abhishek Chauhan &
Reprint Date / Reprint Date / Reprint Date / '
Jara: 25.11.2023 Hara: 25.11.2023 Hara: 25.11.2023

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: 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

Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Keropon™ Skenpece (keToposiak) TabneTKH, UCIEPTHPYEMBIC B NOJIOCTH PTa, 10 Mr

Batch No / 1 V2302257 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepHl 3600000 Tab
Analytical Report No / : 890001702642 Date of Analysis / : 25.11.2023
AHaJauTHYeCKUi oT4eT No Jara aHanu3a

Date of Manufacture / : 10/2023 Date of Expiry / : 0972025
JlaTa npoH3BOACTBA T'onen mo

Analysis performed according ND / Anajin3 npoBe/ieH no HI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page 7 of 8/ Crp. 7 u3 8

14 | Butylhydroxyanisole
content / Conepxanue
6y THIrHAPOKCUAHN30J12

0.0979 mg/tab /
0.0979 mr B TabneTke

Not less than 0.042 mg/tab /
He menee 0,042 Mr B TabieTke

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 Tabnerox B
6mucrepe w3 (ITA/AJUVIID ¢
piaronoraoturenem/[19BIT)
donsru // (II3/AJT) donbru. Ilo
2 6aMcTepa ¢ MHCTpYKUMEH MO
NpUMEHEHHUIO B NayKy
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
ta6netok B 6nuctepe u3 (ITA/AJI/IID ¢
pnaromororurenem/IIIBIT) donsru /
(T13/AJT) donsru. ITo 1 wu 2 6nucTepa
¢ UHCTPYKUHMEH 10 NPUMEHCHHIO B
[Da4yKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBercTBry ¢ HJ{

17 | Storage conditions /
Xpanenue

Below 25 °C. / Ilpu Temniepatype He Bbime 25 °C.

18 | Shelf life / Cpok ronnocTn

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.
* JIpu BbIMyCKe JIEKAPCTBEHHOr0 MPenapaTa KOHTPOJIb Ka4ecTBa MO Moka3aTelio «Muxkpobuosioruieckas
YMCTOTa» MPOBOAMTCS IS Kax0ii 20-0fi cepyH, WM NSl O/IHOH CepUH B rojl, B 3aBHCHMOCTH 0T TOTO, YTO

HACTYIUT paHBbILIE.

Remarks: The Product conforms to ND/

Ipumeyanne: [IpoJlyKT COOTBETCTBYET TPEOOBAHHAM HIT

Conclusion: APPROVED /
Baxnwyenune: OJJOBPEHO

Prepared by /
IMoaroroeneHo: Ankit

Checked by /
IMposepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoanTels

Abhishek Chauhan L
\
La
[

Reprint Date /
Jara: 25.11.2023

Reprint Date /

Tlara: 25.11.2023

Reprint Dale /
Jara: 25.11.2023

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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

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® Dkcnpece (keToposak) TabieTKy, JUCcIeprupyemble B IIOJIOCTH pTa, 10 Mr

AHaJHTHYECKHH oTueT Ne

Batch No / 1 V2302257 Batch Quantity / : 3600000 tab /
Cepusi Ne O61bem cepun 3600000 Tab
Analytical Report No / : 890001702642 Date of Analysis / ¢ 25.11.2023

Jara ananuza

Date of Manufacture /
Jara npoussoacTrea

: 10/2023 Date of Expiry /

T'open mo

: 09/2025

Analysis performed according ND / Anaaus npoeenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, usmenenue Ne2 or 11.11.2022)

Page 8 of 8/ C1p. 8 uz 8

API name / Haumenosaunue APC:

Ketorolac tromethamine / Ketoponaka

Homep cepuu cyocTanumnu npoussoaurens I'JId;

TPOMETaMHH
INN / MHH: Ketorolac / KeToponak
API manufacturer batch number /
Howmep cepuu npoussoaurtens ADC: ABQH005495
FP Manufacturer API Batch number / FEQAO00501

API Manufactured by & country /
IIpoussoautens A®C, cTpana:

JI-p Pennu'c

Dr. Reddy's Laboratories Ltd., India /

Jla6oparopuc Jlta., Unaus

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: IlponykT coorBeTcTBYET TpeboBanusm HJI Zakawuenne: OJJOBPEHO
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