Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcnpece (keToposiak) TablieTKu, IUCIIEPrUpyeMbie B MOJIOCTH pTa, 10 M

BatchNo / : V2400540 Batch Quantity / : 3600000 tab /
Cep#i Ne O0bem cepuu 3600000 Tab
Analytical Report No / : 040002489258 Date of Analysis / : 16.04.2024
Anajmmradecknii oTyer Ne Jara anajinza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
HMarta npon3BoacTaa T'open no

Analysis performed according ND / Ananus nposeaen nmo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 1 of 8 /Crp. 1 u3 8

No . .

No Test / Iloka3aTesb Results / PezynbTaTsl 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, twiockie | Kpyrmsle, miockue TabneTku ¢ (packoi,
TabNeTKU ¢ (ackoi, CBETIO- | CBETJIO-XENTOro IBeTa C IPaBHPOBKOMH
XKEJITOrO LBETa C IPaBUPOBKOM | «I» Ha OIHOMN CTOPOHE.
«l» Ha oIHOM CTOpOHE.

2 Identification / IToXIMHHOCTE

Ketorolac / Kemoponax

a) Byuv/
VYd-crnektpodoTomerpust

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
TIOTJIOLIEH ST HCIIBITYEMOTO PacTBopa U
pacTBOpa  CTaHHapTHOro  obpasiia
KETOPOJiaka TPOMETAMHHA  JIOJDKHBI
MMETb MaKCUMYMBI IPU OIHOM U TOH xe
JUIMHE BOJHBI (£ 2 HM).

Complies / CooTBeTCTBYET

Conclusion: APPROVED /
3axawuenne: OJIOBPEHO

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBauuam HJ{

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Shivani Devi | IIposepeno: Rama Kant Ono6peHo: Menemxkep / PykoBoauTens
< / Manoj Kumar 1
f of )
Reprint Date / Reprint Date / Reprint Date /
Jara: 16.04.2024 Hara: 16.04.2024 Hara: 16.04.2024

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: maii@drraddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



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

@ e
Dr. Reddy’s Q'.. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

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

CEPTUOPUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxkr: Keropon® Dkcnpece (keToposiak) TabeTKH, AUCTIEPTUPYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No/ : V2400540 Batch Quantity / : 3600000 tab /
Cepus Ne O0beM cepun 3600000 Tab
Analytical Report No / : 040002489258 Date of Analysis / : 16.04.2024
AHaJuTHYECKHH oTyeT No Jlara anaausza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTta nponzBoacrea I'oxen pno

Analysis performed according ND / Anann3 nposeaen mo HJ[:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 2 of 8 /Crp. 2 u3 8

No

No Test / Ilokazarenn Results / Pe3ynbraThl 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). / Bpemsa ynepxuaHus
OCHOBHOTO MHKa Ha XpOMaToTpaMMe
HCOBITYEMOr0  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpeMeHH
YIOEPXKUBaHHSA OCHOBHOTO TMHKA Ha
XpOMaTorpamme pacTBopa
CTaHIapTHOro o6pasla KeTopojaka
TpoMeTaMUHa (paznen
«KonHyecTBEHHOE ONpeIeIeHUEY).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanusm HJI 3akawuenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Shivani Devi | Ilposepeno: Rama Kant OnobpeHo: Menemxep / Pykosonurens

5 i Manoj Kumar ¥

i Av e
Reprint Date / Reprint Date/ Reprint Date /
Hara: 16.04.2024 MHara: 16.04.2024 Hara: 16.04.2024
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel>+91 40 4900 2900, Fax: +91 40 4900 2999, Cmail: maii@drreddys.cum

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

; ‘ ... Formulation Unit-6
. Vill. Khol, Nalagarh Road, Baddi,
Dr. Reddy s -‘ Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keToponak) TabneTKu, AMCIIEPTUPYEMBIE B TI0JIOCTH pTa, 10 Mr

Batch No/ : V2400540 Batch Quantity / : 3600000 tab /
CepHs Ne Oonem cepun 3600000 tab
Analytical Report No / : 040002489258 Date of Analysis / : 16.04.2024
AnaJjinTHyeckuii oryer Ne Jara ananuza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npoussoacraa Tonen no

Analysis performed according ND / Anann3 nposenen mo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8 /C1p. 3 m3 8

JI:,O Test / ITokasaTenp Results / Pe3ynprats! Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MopnuHHOCTL butylhydroxyanisole peaks on the
OyTHJITHAPOKCHAHU30JT 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
MMUKOB  2-OyTUIrMAPOKCHAHM3ONA U
3-6yTUATHAPOKCHAHU301a Ha
Xpomarorpamme HCTIBITYEMOTO
pacTBopa HODKHBI COOTBETCTBOBATH
BpeMeHaM yIaep)KUBAHHSA [THKOB
2-6yTUNrMAPOKCHAHU30JIa u
3-6y TN HAPOKCHAHU30JIa Ha
XpOMAaTOrpaMmme pactBopa
CTaHIapTHOTO ob6pasua
OYTHITHAPOKCHAHU30T1a (pazmen
«CogaepxaHue
OYTUITHAPOKCHAHU30JIa).
4 Average weight / Cpenusis 68.5 mg / 68.5mr 67.2 mgto 72.8 mg (70.0 mg + 4.0 %). /
macea O167,2 Mr no 72,8 mr (70,0 Mr+ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: Ilponykr coorBercTByeT TpeboBanusm HJI 3akaogenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Shivani Devi | IIpoBepero: Rama Kant Onobpeno: Menemwkep / Pykosoguress
27 g‘:iﬁ Manoj Kumar h ] i!
Reprint Date / Reprint Date / Reprint Date /
MHara: 16.04.2024 Jarta: 16.04.2024 Hara: 16.04.2024

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: maii@drraddys.com
CIN: L85195AP1984PLCO04507
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
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Dxenpecce (keToposnak) TableTKH, AUCIIEPrUpYEMBIE B OJIOCTH pTa, 10 mMr

Batch No/ 1 V2400540 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002489258 Date of Analysis / : 16.04.2024
AHaJHTHYECKHIT oTueT Ne JlaTa aHaim3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jdata npon3BoacTsa T'open no

Analysis performed according ND / Anann3 nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4of 8 /Crp. 4 n3 8

Jl:'o Test / [Toka3zaTens Results / Pe3ynbTats! Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOpPOAHOCTHL MacChl 2/20 tablets - not more than + 20 % /

18/20 Ttabnerok — He Gosee + 10 %
2/20 tabnetox — He Gonee + 20 %

5 Disintegration time / 00 min 22 sec / 00 MuH 22 cek Not more than 3 min / He Gonee 3 Mun
Pacnagaemocthb

6 Dissolution / PacTBopenue Unit-1/ Ta6bn-1 101% Not less than 75% (Q) of

. Ci15sH13NO3*C4H1NO3 (ketorolac
Unit-2 / Tabn-2 101% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 100% 75 % Q CisH13NO3+C4H 1 NOs

. ) (keToponaka  TPOMETaMHH)  4Yepe3
Unit-4 / Ta6n-4 100% 15 MHuH
Unit-5 / Tabn-5 100%

Unit-6 / Tab1-6 100%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHocTb 710 pm sieve is formed. / Obpa3zyeTcs
OJHOPOMAHAs. CYCMEH3Hsl, MPOXOISIas
CKBO3b CHTO C pa3MepoOM OTBEpPCTHUM
710 MKM.
8 Related impurities / PoacTBennble npumecu

Remarks: The Product conforms

to ND/

ITpumeyanue: IlpogykT coorBeTcTBYET TpeboBaHuaM H/I

Conclusion: APPROVED /
3akaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrotorneno: Shivani Devi | [Iposepeno: Rama Kant Onobpeno: Menewxep / PykoBoguTeb
- Luj_ Manoj Kumar /
i it Il M
Reprint Date / Reprint Date / Reprint Date / =
Jara: 16.04.2024 Jara: 16.04.2024 JHara: 16.04.2024

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: maii@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
www.drreddys.com

CEPTUDPHUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Ketopon™ Dxcnpecc (keToponak) TabieTkH, AUCTIeprupyeMble B 0J0CTH pTa, 10 Mr

AnanauTudyeckuii oruet Ne

Batch No / : V2400540 Batch Quantity / : 3600000 tab /
Cepna Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002489258 Date of Analysis / : 16.04.2024

JlaTa ananu3za

Date of Manufacture /
Jara npoussoacTea

: 03/2024

TI'ogen go

Date of Expiry /

: 02/2026

Analysis performed according ND / Anann3s nporenen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

PageSof 8/ Crp.Su3 8

ketorolac 1-hydroxy analog /
1-ruapokcuaHaior
KeTopoJlaka

ketorolac 1-keto analog/
1-KeToaHaJIor KeTopoJiaka

Any unidentified impurity /
eAMHHYHas
HEeUAECHTHPULMPOBAHHAS
NpUMeCh

Below LOQ (LOQ = 0.0032 %) /
Hmke mpenena KoIM4ecTBEHHOTo
onpezaenenus (ITKO = 0.0032 %)

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

0.08 %

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

0.02 %

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

Total impurities /
CymMma npumeceii

0.1%

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

9 Water / Boaa

20%

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

10 | Residual solvents by GC/ OcTaTouyHble opraHuyecKkHe pacTBOPUTEH

Isopropyl alcohol /
H3zonponaxon

10 pg/tab /
10 Mxr B TabneTke

Not more than 350 pg/tab /
He 6oiee 350 MKr B TabseTKe

Conclusion: APPROVED /
3akmwouenne: OJJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Manoj Kumar

Remarks: The Product conforms to ND/

[Ipumeuanue: Ilpoaykr cootBeTcTByeT Tpebopanusm HJL
Prepared by / Checked by /
IToarorosneno: Shivani Devi | IlpoeepeHo: Rama Kant

M Gt
Reprint Date /

Reprint Date / Reprint Date /
Jata: 16.04.2024 Hara: 16.04.2024 Jara: 16.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Teli +91 40 4900 2900 Fax: +41 4N 49NN 2999, Fmoail- mrii@drraddyc.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dkcnpecc (ketoposak) TabieTKH, AUCTIEPTUPYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No / : V2400540 Batch Quantity / : 3600000 tab /
Cepusa Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002489258 Date of Analysis / : 16.04.2024
AHaJIUTHYECKHH oTUYeT Ne JlaTa anaausa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara nponsBoacTea T'omen no

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

Page 6 of 8/ C1p. 6 n3 8

11 Microbial enumeration tests / Mukpo6uosiornueckas yncrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obee yucio He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6iiee He 6onee 100 KOE/r
YHUCIIO APOAOKEBBIX U
TUTECHEBBIX TPUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBue B 1 1
12 Uniformity of dosage units / 5.7 Acceptance value (AV) not more than
OaHopoaHoCTh 15.0 / [TpuemouHoe 3HaueHue (AV) He
A03UpPOBAHHS 6onee 15,0.
13 Assay / KonuuecTBeHHOE 9.8 mg/9.8 Mr From 90mg to 11.0mg of
onpejaesieHUue (97.9 %) CisHisNO3+C4H; 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
pi(e] 11,0 Mr C15H13NO3‘C4H1 1NO3
(xeToponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3aABNEHHOr0 KOJUYECTBA) B
TabneTke
14 | Butylbydroxyanisole 0.0968 mg/tab / Not less than 0.042 mg/tab /
content / CoxepxaHue 0.0968 mr B Tabnerke He menee 0,042 mr B TablieTke
AYTHITHAPOKCHAHMTONA

Remarks: The Product conforms to ND/

IIpumedanue: [IponykT cooTBeTcTBYeT TpeboBaHusmM HJI

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Shivani Devi | [Ipoeepeno: Rama Kant Onobpeno: Menemxep / PykoBoggiTesib
)y’;’” L Manoj Kumar q / l’ “ Q
=
Reprint Date / Reprint Date / Reprint Date /
Hara: 16.04.2024 Hara: 16.04.2024 Hara: 16.04.2024

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: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPHUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ Drenpece (keToponak) TableTku, AUCTIeprupyeMble B 0JI0CTH pTa, 10 Mr

Batch No / : V2400540 Batch Quantity / : 3600000 tab /
Cepusi Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002489258 Date of Analysis / : 16.04.2024
ApajuTHYecKHii oTyer Ne JlaTta aHasu3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jara npousBoacTea I'onen oo

Analysis performed according ND / Asanus nposeagen no HJI:

JIT1-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Page 7of 8 /Ctp. 7u3 8

15 | Package / Ynakoeka 10 tablets in a blister of | 10 tabletsin ablister 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 Gnuctepe us (ITA/AJI/IIS ¢
pack. / Tlo 10 Tabnerox B | Bnaromornorutenem/II3BII) donsru //
6aucrepe m3  (TTA/AJVTID ¢ | (XI3/AJI) donbru. [To 1 unu 2 Gnuctepa
BiaronorioruteneM/[19BIT) C HHCTPYKUMEH [0 TPUMEHEHHIO B
¢onwru // (II3/AJT) donsru. Ilo | mnayky KapTOHHYIO.

2 baMcTepa ¢ MHCTPYKUHMEN o
IpUMEHEHHIO B MayKy
KapTOHHYIO.
16 | Labeling / Mapkuposka According to ND / B cootsetcTsun ¢ HJJ
17 | Storage conditions / Below 25 °C. / IIpu Temnepatype He Bbiiue 25 °C.
XpaHeHnue
18 Shelf life / Cpok roasoctn 2 years / 2 roaa

* 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.
* IIpu BbiNyCKe J1EKAPCTBEHHOIO NPeNapaTa KOHTPOJIb Ka4ecTBa 1o MokasaTeio «MuKpobHosornyeckas
YHCTOTa» NPOBOAHTCS JIsl Kaxao0ii 20-0i cepuu, UIH /sl OJHOI CEPUN B IO, B 3aBUCHMOCTH OT TOr0, YTO

HACTYIIUT paHbUIE.

API name / Hanmenosauune A®C:

Ketorolac tromethamine / KeToponaka
TPOMETaMHH

Remarks: The Product conforms to ND/
ITpumeuanue: IIponykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by /
INoarorosneno: Shivani Devi HpOBepeHo:@ma Kant

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoguresis
Manoj Kumar \h ] I ”ij
L i

A Jud
Reprint Date / Reprint Date/

Jara: 16.04.2024 Hata: 16.04.2024

Reprint Date /
Hata: 16.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Fmail; maii@drraddys.cam
CiN: L85195AP1984PLCO04507

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

www.drreddys.com

CEPTUO®UKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dkenpecc (keToposiak) TabieTky, AucneprupyeMble B MOJOCTH pra, 10 Mr

Batch No / : V2400540 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 tab
Analytical Report No / : 040002489258 Date of Analysis / : 16.04.2024
AHaJiHTHYecKHH oTyeT Ne JaTta anainza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
Jdara nponssoacTBa I'onen no

Analysis performed according ND / Ananu3s nposegen mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8 / Ctp. 8 u3 8

INN/ MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepum npousBoaurens ADC:

ABRHO001225

FP Manufacturer API Batch number /
Homep cepun cyGeTanunu nponssoaurens IJI®:

FERA00142

API Manufactured by & country /
Ipoussoautesr A®C, crpana:

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

Remarks: The Product conforms to ND/
IIpumeuanue: [lponykTt coorBeTcTByeT Tpebosanuam HJI

Conclusion: APPROVED /
3akaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Shivani Devi | [Tpoeepeno: 12 Kant Onobpeno: Menemkep / Pykosoaureib
Ar Iﬁ;w Manoj Kumar a z !j
- A /
Reprint Date / Reprint Date/ | Reprint Date /
Hata: 16.04.2024 Jara: 16.04.2024 Jara: 16.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900. Fax- +91 40 490N 2999, Email: maii@drreddys.com

CiN: L85195AP1984PLC004507
www.drreddys.com



