Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Okcnpecc (ketoponak) TabieTkH, AMCTICPripyeMble B NOJIOCTH PTa, 10 Mr

Batch No / : V2401697 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepu 3600000 Tab
Analytical Report No / : 040002633555 Date of Analysis / : 28.08.2024
Ananuruuecknii oTyer Ne JaTa anajinsa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jdara npounssoacTea Toaen no

Analysis performed according ND / Ananun3 nposegen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1of8/Crp.1 u38

V®-cnexrpodoroMeTpus

No . :
No Test / [lokazaTennb Results / Pe3ynbTtats! 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. / Kpyrnble, mockue | Kpyribie, miockue TabieTku ¢ dpackoii,
TabneTkd ¢ (packoll, CBETO- | CBETNIO-XKENTOro 1BETa ¢ IPaBMPOBKOH
JEJITOTO [iBeTa C [PaBUPOBKOH | «I» Ha OAHOH CTOPOHE.
«» Ha oiHOM CTOPOHE.
2 Identification / [ToanuHHOCTB
Ketorolac / Kemoponak
a) ByuUv/ Complies / CoOTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekrpsl
HOIJIOLUEHHS UCMBITYEMOrO pacTBOpa M
pacTBopa  CTaHAapTHoro  obpasua
KETOpOJiaka TPOMETaMHHA  JIOJKHBI
HMETb MaKCHMYMBI IPH OXHOM U TOH e
JUTHHE BOJHHI (£ 2 HM).

Remarks: The Product conforms to ND/

[Ipumeuanue: [Ipoaykr cooteTcTBYeT TpeboBanusam H/T

Conclusion: APPROVED /
Zaxawuenne: OJOBPEHO

Prepared by /

IToarorosneno: Pravesh Rana
éﬂ Maurya

p

Checked by /
IMpoeepeno: Santosh Kumar

Approved by: Managéy/Executive /
Onobpeno: Menejxkel / PykoBogurens
@C’ Abhishek Chauhan

-

Reprint Date /
Hara: 28.08.2024

Reprint Date /
Jata: 28.08.2024

Reprint Date /
Jata: 28.08.2024

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: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:‘

Dr. Reddy's Laboratcries Ltd.

Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02

CEPTUPUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (keToponak) TabneTkH, ANCHEPrHPYEMBIE B OJIOCTH pTa, 10 Mr

Batch No / 1 V2401697 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 040002633555 Date of Analysis / : 28.08.2024
AHaJHTHYECKHH oTyeT No JlaTa anayju3za

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTta nponsBoacTBa T'ogen no

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

Page2 of 8§ / Crp. 2 u3 8

No

Test / Iloka3zaTennb
No

Results / Pe3ynbTaThl Specification / Hopma

b) By HPLC / BDXX

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). / Bpema yIepxuBaHHA
OCHOBHOTO THKa Ha XpoMarorpamme
UCOBITYeMOI0  DacTBOpa  HOJIKHO
COOTBETCTBOBATD BpeMeHH
YOEPKMBAHHA OCHOBHOrO MHKa Ha
XpoMaTtorpaMmme pacTeopa
CTaHmapTHoro obpasla KeTopoJlaka
TpOMeTaMHHa (paznen
«KonmHyecTBeHHOE Opele/IEHUER).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Npumeuanue: [IpogykT cooTBercTBYeT TpeboBanuam H/JI 3aknwuenune: OJOBPEHO

Prepared by /
Ioarororneno: Pravesh Rana

s
il 7

Checked by / Approved by: Manpger/Executive /
IMposepeno: Santosh Kumar | Ono6peno: Menetikep / Pykosoauress
Maurya 4 Abhishek Cha uhan(

/]

Reprint Date /
Hara: 28.08.2024

Reprint Date / Reprint Date /
JlaTa: 28.08.2024 Jara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel

#9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCOD4507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.
Formulaticn Unit-6

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

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipomykr: Ketopon” Dkcnpece (KeToOpoiak) TabNETKH, AUCTICPrHPYEMbIC B NOJIOCTH PTa, 10 Mr

Batch No / 1 V2401697 Batch Quantity / : 3600000 tab /
Cepnsg Ne O0beM cepin 3600000 Tab
Analytical Report No / : 040002633555 Date of Analysis / : 28.08.2024
AHaJMTHYeCKHH oTueT Ne Jara ananu3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jara npoH3BOACTBA Togen oo

Analysis performed according ND / Ananus nposenen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8/ Crp. 3 u3 8

;}0 Test / [Tokasarens Results / Pe3ynbTaThl Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IoAIMHHOCTR butylhydroxyanisole peaks on the
OYTHIATHAPOKCHAHH30.1 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). / Bpemena yaepXHBaHHS
nukoB  2-OyTHITHOPOKCHAHM30NA H
3-6yTHATHOPOKCHAHN30I1a Ha
XpoMaTorpamMmme HCTIBITYEMOTO
pacTeopa JAOJKHBI COOTBETCTBOBATh
BpEMEHaM yIepKUBAHUA IIHKOB
2-6y THITUAPOKCUAHU30]1a 7
3-6yTHIrMAPOKCHAHU30I1a Ha
XpOMaTorpaMme pacTBopa
CTaHAAPTHOTO obpasia
OYTUITMAPOKCHAHU30J1a (pasmen
«CopnepxaHue
GyTHITHIPOKCHAHH3O0TIA»).
4 Average weight / Cpenuss 69.3 mg /69.3 mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca OT167,2 Mr oo 72,8 Mr (70,0 Mmr£ 4,0 %).

Remarks: The Product conforms to ND/

IMpumeuanue: [IpoxykT cooTBeTcTBYET TpebGopanusam HI

Conclusion: APPROVED /
3akmoyenne: OJIOGPEHO

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

[MonroroeneHo: Pravesh Rana | Ilpoeepeno: Santosh Kumar | Ono6peno: Meunemwkep|/ Pykoeoayrens
7 Maurya {1 Abhishek Chauhan | D(

Reprint Date / Reprint Date / Reprint Date /

Jara: 28.08.2024 Hara: 28.08.2024 Hara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tek: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLCO04507

wwwy.drreddys.com




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.
Formulaticn Unit-6

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

CEPTHO®HKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcrpece (keToposiak) TadaeTkH, AHCIEPripyeMbie B MOJIOCTH PTa, 10 Mmr

Batch No / : V2401697 Batch Quantity / : 3600000 tab /
Cepus Ne O0neM cepHH 3600000 Tab
Analytical Report No / : 040002633555 Date of Analysis / : 28.08.2024
AHanuTHYecKHi 0oTUeT No JlaTa anaanza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npoH3BOACTBA I'ogen no

Analysis performed according ND / Auann3 nposeaen no HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4 of 8/ Crp. 4 u3 8

;}0 Test / [lokaszaTenan Results / Pe3ynbTatsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OaHOPOAHOCTHL MACChI 2/20 tablets - not more than + 20 % /

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

5 Disintegration time / 00 min 31 sec / 00 mun 31 cex Not more than 3 min / He 6onee 3 MuH
PacnagaemocThb

6 Dissolution / PacTBopenue Unit-1 / Tabn-1 113% Not less than 75% (Q) of

. CisH;3NO3+C4H 1NOs (ketorolac
Unit-2 / Tabn-2 100% tromethamine) in 15 min / He meHee
Unit-3 / Ta6mn-3 105% 75% (Q)  CisHisNO3*CsHiiNO;3

. . (keToponlaka ~ TPOMETaMMH)  4epes3
Unit-4 / Tabn-4 104% 15 MuH
Unit-5 / Taba-5 104%

Unit-6 / Tabn-6 102%

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

HucnepeuocTs 710 pm sieve is formed / Ofpazyerca
OIHOpOJIHAA CYCIEH3Hs, NPOXOIIlas
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MxMm.

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Remarks: The Product conforms to ND/
pumeuanue: Ipoaykr coorsercTByeT Tpeboanusm HJI

Prepared by / Checked by / Approved by: Manpger/Executive /

MonroroeneHo; PraveslyRana | IMpoeepeno: Santosh Kumar | Ono6peno: Menesgkep / Pykosoaurens
Maurya (4 Abhishek Chauhan P

Reprint Date / Reprint Date / Reprint Date /

Jlara: 28.08.2024 Mara: 28.08.2024 Jara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara tills, Hyderabad - S00034, Telangana, India
Tel: +91 40 490G 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04A507
www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.
Formulaticn Unit-6

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

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon® Okenpecc (keToposiak) TableTkH, AMCHeprupyemble B osocty pra, 10 mr

: 3600000 tab /

Batch No / : V2401697 Batch Quantity /

Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002633555 Date of Analysis / : 28.08.2024
AHAJUTHYECKHH oTuer Ne JlaTa anaaunsa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa mpou3BoAcCTBA T'open mo

Analysis performed according ND / Anann3 nposegen no HJ/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 50f 8/ Crp. Su3 8

8 Related impurities / PoacrBeHHbBIE MpHMecH

ketorolac 1-hydroxy analog /
1-rugpokcuanaior
KETOpOJaKa

Below LOQ (LOQ = 0.0032 %) /
Huxke npejena KoJH4ecTBEHHOTO
onpenenenus (ITKO = 0.0032 %)

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

ketorolac 1-keto analog/

1-xeroanayior KeTopomaka

0.03%

eIMHWYHAsA
HeHAeHTUHULHMPOBaHHAs
npUMech

Any unidentified impurity /

0.01%

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

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

Total impurities /
CymMmMa npumecei

0.0443 %

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

9 Water / Boaa

2.7 %

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

10 | Residual solvents by GC/ OcTtaTouHble OpraHu4yecKkue pacTBOpUTENH

Isopropyl alcohol /
Hsomnponanon

8 pg/tab /
8 MKT B TabteTke

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

Remarks: The Product conforms to ND/
ITpumeuanue: ITpoaykr cooTBeTcTByeT TpeboBanusm HJ

Conclusion: APPROVED /
3akmouenne: OIOEHEHO

Prepared by /
IHonrorosneHo: Pravesh Rana

—

Checked by /
[Iposepeno: Santosh Kumar
Maurya ;Jﬁ 5

=

Approved by: Manager/Executive /
OpobpeHo: Menekep|/ Pykosogirens
Abhishek Chauhan 5 TT

Reprint Date /
Jara: 28.08.2024

Reprint Date /
Jara: 28.08.2024

Reprint Date /
Jara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 580034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.
Formulaticn Unit-6

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

CEPTHOPUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpece (ketoponak) TabneTkH, JUCIeprupyeMble B IOJNIOCTH pTa, 10 Mr

Batch No / : V2401697 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepHH 3600000 Tab
Analytical Report No / : 040002633555 Date of Analysis / : 28.08.2024
AHAJIHTHYECKHI oTUeT No JlaTa apanuza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JdaTa npouzBoacTBa T'onen oo

Analysis performed according ND / Asanus nposenen no HJI:

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 / C1p. 6 n3 8

11 Microbial enumeration tests / MukpoGuoJioruyeckasi 4ucTora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obmee 4yncno He Gonee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obiiee He 6onee 100 KOE/r
YHCIO JPOXOKEBBIX U
TUIECHEBBIX FPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBUE B 1 T
12 Uniformity of dosage units / 37 Acceptance value (AV) not more than
OnHopoaHOCTH 15.0 / IlpuemouHoe 3HaueHue (AV) He
JNO3HPOBAHUSA 6onee 15,0.
13 | Assay/KoandyectBeHHoe 9.8 mg/9.8 Mr From 90mg to 11.0mg of
onpejesieHHe (97.7 %) CisH3NO3*C4H[1NO;3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pa(e] 1 1,0 MI C15H13NO3'C4H11NO3
(xerapnmaxn TposeTann) (0T 90,0 o
110,0 % OT 3asBJICHHOT'O KOJIMYECTRA) B
TabneTke
14 | Butylhydroxyanisole 0.0948 mg/tab / Not less than 0.042 mg/tab /
content / CogepxaHue 0.0948 mr B TabieTke He menee 0,042 mr B Tabnerke
Oy THJITHAPOKCUAHN30J1a

Remarks: The Product conforms to ND/

Ilpumeuanue: [Tpoaykt cooTeeTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
3axmouenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoaroropneno: Pravesh.Rana | Ipopeperio: Santosh Kumar Ono6peno: Menemxep / PyrosoauTens
y Maurya (A Abhishek Chauha

Reprint Date / Reprint Date / Reprint Date /
Jlara: 28.08.2024 Jlara: 28.08.2024 Jlara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +571 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




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

Do
) 1= Vill. Khol, Nalagarh Road, Baddi,
Dr.Red dy S ‘_O Distt. Solan, H.P, 173 205, INDIA

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropon™ Dkcnpece (keToposak) TabaeTkH, AMCTeprupyeMble B MOJI0CTH pTa, 10 Mr
Batch No / : V2401697 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002633555 Date of Analysis / : 28.08.2024
AHanguTHYecKuii oTyeT Ne JlaTa anamza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jara npou3BoacTsa I'onen oo
Analysis performed according ND / Ananu3 nposeaen no H/I:
JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 70of 8/ Crp. 7uz 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin a 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 | Tabnetox B 6auctepe u3z (ITA/AJITID ¢
pack. / Tlo 10 Tabnerox B | Bnaronormorutenem/I12BII) doneru //
Gmucrepe w3 (ITA/AJVIID ¢ | (IID/AJY) dponsru. Io 1 uny 2 6auctepa
piaronoriotrutestem/[15BII) C MHCTPYKLMEH MO IIPUMEHEHWIO B
domneru // (115/AJ]) doneru. [lo | nmayxy KapTOHHYIO.
2 6nuctepa ¢ MHCTPYKLMEH IO

NPHMEHEHUIO B nayky
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cooterctenu ¢ H/|

17 | Storage conditions / Below 25 °C. / Ilpu Temniepatype He Bbie 25 °C.

XpaHeHHe

18 Shelf life / Cpok rogHoctu 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.

* TIpu BbIMYCKe JIEKAPCTBEHHOr0 [IpenapaTa KOHTPOJIb KayecTBa Mo Nnoka3aTemo «Mukpobnoaoruyeckas
YHCTOTA» NMPOBOAUTCS IJIsl Kax10it 20-0ii cepuH, WM 1JI8 OHOI CEPUH B rojl, B 3aBHCHMOCTH OT TOIO, 4TO
HACTYNUT paHblile.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanue: IlponykT cooTseTcTBYET Tpebosanusam HJJ 3axawyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iogrorosneno: Pravesh Rana | IIposepeno: Santosh Kumar | Ono6peno: Menemiep / Pykosomutess
% Maurya ,\Ef Abhishek Cha1.11*12*.111-,J
y_— ——
Reprint Date / Reprint Date / Reprint Date /
JHarta: 28.08.2024 Jara: 28.08.2024 Jara: 28.08.2024

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: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPHKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxkt: Keropon® Dkcnpecce (keToposak) TabieTkH, AUCTIEPrUpPYEMbIe B MOJI0CTH pTa, 10 Mr

Batch No / 1 V2401697 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepun 3600000 Tabd
Analytical Report No / : 040002633555 Date of Analysis / : 28.08.2024
AHaNUTHYeCKH oTueT No JlaTa aHanu3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npon3BoacTBA T'onen xo

Analysis performed according ND / Anasu3 nposegen no HJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8 / Crp. 8 m3 8

API name / Haumenosanue AD®C:

Ketorolac tromethamine / Ketoponaka

Howmep cepuu cy6craHuuu npoussoantens IJIdD:

TpOMeTaMHH
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABRH004779
Homep cepuu npousBoantens APC:
FP Manufacturer API Batch number / FERA00300

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /

J-p Pemi'c Jlabopatopuc JITa., Muaus

Ilponseoaurens ADC, cTrpana:

Conclusion: APPROVED /
3akawuyenue: OOBPEHO
Approved by: Manager/Executive /

Remarks: The Product conforms to ND/
[Tpumeuanue: IIponykr cooTsercTByeT Tpebosanuam HJI
Prepared by / Checked by /

[MonrotorieHo: Pravesh Rana | IIposepeno: Santosh Kumar | Ono6peno: Meneasep / PykoBopuresns
/ﬂ Maurya ‘5,2(; Abhishek Chauha?
LN
Reprint Date / Reprint Date / Reprint Date /

Jara: 28.08.2024

Jlara: 28.08.2024 Hara: 28.08.2024

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




